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THE DRUGS AND COSMETICS ACT, 1940
23 OF 1940
[10™ April, 1940]
[PASSED BY THE INDIAN LEGISLATURE]
(Received the assent of the Governor General on the 10" April, 1940)
As Amended by Act No. Il of 1955
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 15" April, 1955)
As Amended by Act No. 35 of 1960
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 15" September, 1960)
As Amended by Act No. 21 of 1962
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 27" June, 1962)
As Amended by Act No. 13 of 1964
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 12" May, 1964)
As Amended by Act No.19 of 1972

[PASSED BY THE INDIAN PARLIAMENT]

(Received the assent of the President on the 31% May, 1972)

'For Statement of Object and Reasons, see Gazette of India, 1940, Pt. V, p.34; for the Report of the
Select Commiittee, seeibid., p. 143.

The Act has been applied to all the partially excluded areasin the State of Orissa, see Orissa
Government Notification No. 3358-LSG., dated the 25" August, 1941.



As Amended by Act No.68 of 1982
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 13" November, 1982)
As Amended by Act No. 71 of 1986
[PASSED BY THE INDIAN PARLIAMENT]
(Received the assent of the President on the 24™ December, 1986)

As Amended by Act 22 of 1995.

[PASSED BY THE INDIAN PARLIAMENT]

(Received the assent of the President on the )

An Act to regulate the import, manufacture, distribution and sale of drugs *[and
cosmetics|;

WHEREAS it is expedient to regulate the 4[import, manufacture, distribution and
sale] of drugs ‘[and cosmetics];

AND WHEREAS the Legidature of all the Provinces have passed resolutions in
terms of section 103 of the Government of India Act, 1935 26 Geo. 5,c.2, in
relation to such of the above-mentioned matters and matters ancillary thereto as
areenumerated in List Il of the Seventh Schedule to the said Act;

Ins. By Act 210f 1962, s. 2(w.ef. 27-7-1964).
Subs. By the A.O. 1950 for certain words.
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It is hereby enacted as follows: --
CHAPTER |
INTRODUCTORY

1. Short title, extent and commencement. —(1) This Act may be called the Drugs ‘[and
Cosmetics] Act, 1940.

(2) It extendsto the whole of India? * * *

(3) It shall comeinto force at once; but Chapter 111 shall take the effect only from
such *date as the Central Government may, by notification in the Official Gazette, appoint
in this behalf, and Chapter |V shall take effect in a particular State only from such 3date as
the State Government may, by like notification, appoint in this behalf:

“IProvided that in relation to the State of Jammu and Kashmir, Chapter 111 shall take
effect only from such date after the commencement of the Drugs and Cosmetics
(Amendment) Act, 1972 190of 1972, as the Central Government may, by notification in the
Official Gazette, appoint in this behalf.]

2. Application of other laws not barred. —The provisions of this Act shall be in
addition to and not in derogation of, the Dangerous Drugs Act, 1930 2 of 1930,and any
other law for the time being in force.

3.Definitions. —In this Act, unless there is anything repugnant in the subject or
context,--

°[(a) “Ayurvedic, Siddha® or Unani drug” includes all medicines intended for internal
or external use for or in the diagnosis, treatment, mitigation or prevention of
*[disease or disorder in human beings or animals, and manufactured] exclusively
in accordance with the formulae described in, the authoritative books of
Ayurvedic, Siddha® and Unani (Tibb) systems of medicine], specified in the First
Schedule]]

Y1ns. By Act 210f 1962, s. 2(w.e.f. 27-7-1964)
“The words “except the State of Jammu & Kashmir” omitted by Act 19 of 1972, s.2.

%1% April, 1947; see Notification No. F. 28 (10) (3) 45-H (1), dated the 2™ September 1946, Gazette
of India, 1946, Pt, I, p.1349.

Chapter 1V came into force in the States of Delhi, Ajmer and Coorg on the 1% April, 1947, see ibid.,
Chapters I1l and IV came into force in the States of Himachal Pradesh, Bilaspur, Kutch, Bhopal,
Tripura, Vindhya Pradesh and Manipur on the 1% April, 1953, vide Notification No. S.R.O. 663,
dated the 30" March, 1953, Gazette of India, Pt. I1, Sec. 3, p. 451.

Chapter IV came into force in the Unoin territory of Dadraand Nagar Haveli w.ef. 1% August, 1968,
see Notification No. ADM/Law/117(74) dated the 20" July, 1968, Gazette of India, Pt. I1I, Sec. 3,
p.128.The Act is extended to Dadra and Nagar Haveli by Reg. 6 of 1963, s.2 and Sch. I; to
Pondicherry by Reg. 7 of 1963. s. 3 and Sch. I; to Goa, Daman and Diu, by Reg. 11 of 1963, s. 3 and
Sch. and to Laccadive, Minicoy and Amindivi Islands by Reg. 8 of 1965. s.3 and Sch.

“Added by Act 19 of 1972, s. 2.

®Ins. by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964).

®Amended as per Act 68 of 1982 (w.e.f. 01-02-1983).
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[(aa) “the Board” means—

(i) inrelation to Ayurvedic, Siddha® or Unani drug, the Ayurvedic, Siddha®
or Unani Drugs Technical Advisory Board] constituted under section 33C; and

(i) in relation to any other drug or cosmetic, the Drugs Technical Advisory
Board constituted under section 5;]

3 (aaa) ] “cosmetic” means any article intended to be rubbed, poured, sprinkled or
sprayed on, or introduced into, or otherwise applicated to, the human body or any part
thereof for cleansing, beautifying, promoting attractiveness, or altering the appearance,
and includes any article intended for use as a component of cosmetic . * * ;]

*[(b) “drug” includes—

() al medicinesfor internal or external use of human beings or
animals and all substances intended to be used for or in the diagnosis,
treatment, mitigation or prevention of any disease or disorder in human
beings or animals, including preparations applied on human body for the
purpose of repelling insects like mosguitoes;

(i) such substances (other than food) intended to affect the structure
or any function of human body or intended to be used for the destruction
of ®(vermin) or insects which cause disease in human beings or animals, as
may be specified from time to time by the Central Government by
notification in the Official Gazette;]

?[(iii) all substances intended for use as components of a drug
including empty gelatin capsules; and

(iv) such devices intended for internal or external use in the
diagnosis, treatment, mitigation or prevention of disease or disorder in
human beings or animals, as may be specified from time to time by the
Central Government by notification in the Official Gazette, after
consultation with the Board ;]

"T(c) “Government Analyst” means—

(i) inrelation to Ayurvedic, Siddha® or Unani drug, a Government Analyst
appointed by Central Government or a State Government under section
33F; and

(i) in relation to any other drug or cosmetic , a Government Analyst appointed
by the Central Government or a State Government under section 20;]

'Original cl. (a) was relettered as cl. (aa) and subs. by s. 2, ibid. (w.e.f. 15-9-1964).
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

3Ins. asci. (aa) by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964).

“Relettered by Act 13 of 1964, s. 2 (w.e.f. 15-9-1964).

°Subs. by Act 11 of 1955, s. 2, for cl. (b).

®Subs. By s. 2, ibid., for “vermins’ (w.e.f. 15-9-1964).

'Subs. By s. 2, ibid., for cl. (¢) (w.ef. 15-9-1964).
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1y * * * *

?[(e) “Inspector” means—
(i) inrelation to Ayurvedic, Siddha® or Unani drug, an Inspector appointed by
the Central Government or a State Government under section 33G; and
(i) in relation to any other drug or cosmetic, an Inspector appointed by the
Central Government or a State Government under section 21;]

“I°(f) “manufacture” in relation to any drug °[or cosmetic] includes any process or part
of aprocess for making, atering, ornamenting, finishing, packing, labelling,
breaking up or otherwise treating or adopting any drug °[or cosmetic] with aview
to its 3[sale or distribution] but does not include the compounding or dispensing
"Tof any drug, or the packing of any drug or cosmetic,] in the ordinary course of
retail business; and “to manufacture” shall be construed accordingly;]

8(g)] “to import”, with its grammatical variations and cognate expressions means to
bring into *[Indial;

3[%[(h)] “patent or proprietary medicine’” means, --

(i) inrelation to Ayurvedic, Siddhaor Unani Tibb systems of medicine all
formulations containing only such ingredients mentioned in the formulae
described in the authoritative books of Ayurveda, Siddha or Unani Tibb
systems of medicine specified in the First Schedule, but does not include a
medicine which is administered by parenteral route and also aformulation
included in the authoritative books as specified in clause (a);

(i) in relation to any other systems of medicine, adrug which is aremedy or
prescription presented in aform ready for internal or external
administration of human beings or animals and which is not included in
the edition of Indian Pharmacopoeia for the time being or any other
Pharmacopoeia authorized in this behalf by Central Government after
consultation with the Drugs Technical Advisory Board constituted under
section 5;]]

1918 (i)] “prescribed” means prescribed by rules made under this Act.]

ICl. (d) omitted by Act 19 of 1972, s 3.

Subs. by Act 13 of 1964, s. 2, for cl. (€) (w.e.f. 15-9-1964).

3Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

*Cl. (bbb) ins. by Act 11 of 1955, s. 2.

>Cl. (bbb) relettered as cl. (f) by Act 35 of 1960, s. 2 (w.e.f. 16-3-1961).
®Ins. by Act 21 of 1962, s. 4 (w.e.f. 27-7-1964).

'Subs. by s. 4, ibid., for “or the packing of any drug “.

8Cls.(c), (d) and (e) relettered as cls. (g), (h) and (i) respectively by Act 35 of 1960, s. 2 (w.e-f.
16-3-1961).

°Subs. by Act 3 of 1951, s. 3 and Sch., for “the States”.

gbs. by Act 11 of 1955, s. 2, for original cl. (€).
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1k * * * * *

23A. Construction of referencesto any law not in force or any functionary not in
existence in the State of Jammu and Kashmir. —Any reference in this Act to any law which is
not in force, or any functionary not in existence, in the State of Jammu and Kashmir, shall, in
relation to that State, be construed as a reference to the corresponding law in force, or to the
corresponding functionary in existence, in that State.]

4. Presumption as to poisonous substances. —Any substance specified as poisonous by
rule made under Chapter 111 or Chapter 1V 3[or Chapter IVA] shall be deemed to be a
poisonous substance for the purposes of Chapter 111 or Chapter 1V 3[or Chapter IVA], asthe
case may be.

CHAPTER I

THE DRUGS TECHNICAL ADVISORY BOARD, THE CENTRAL DRUGS
L ABOURATORY AND THE DRUGS CONSULTATIVE COMMITTEE

5. The Drugs Technical Advisory Board. — (1) The Central Government shall, as soon as
may be, constitute a Board (to be called the Drugs Technical Advisory Board) to advise the
Central Government and the State Governments on technical matters arising out of the
administration of this Act and to carry out the other functions assigned to it by this Act.

“[(2) The Board shall consist of the following members, namely: --

(i) theDirector General of Health Services, ex officio, who shall be
Chairman;

(i) the Drugs Controller, India, ex officio;

(iii) the Director of the Central Drugs Laboratory, Calcutta, ex officio;

(iv) theDirector of the Central Research Institute, Kasauli, ex officio;

(v) theDirector of Indian Veterinary Research Institute, |zatnagar, ex
officio;

(vi) thePresident of Medical Council of India, ex officio;

(vii) the President of the Pharmacy Council of India, ex officio;

(viii) the Director of Central Drug Research Institute, Lucknow, ex officio;

(ix) two persons to be nominated by the Central Government from among
persons who are in charge of drugs control in the States;

(X) one person, to be elected by the Executive Committee of the Pharmacy
Council of India, from among teachersin pharmacy or pharmaceutical chemistry
or pharmacognosy on the staff of Indian University or a college affiliated thereto;

ICl. (f), ins. by the A.O. 1950, omitted by Act 3 of 1951, s. 3 and Sch.
?Ins. by Act 19 of 1972, s. 4.

3Ins. by Act 13 of 1964, s. 3 (w.e.f. 15-9-1964).

“Subs. by Act 13 of 1964, s. 4, for sub-section (2)(w.e.f. 15-9-1964).
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(xi) one person, to be elected by the Executive Committee of the Medical
Council of India,from among teachers in medicine or therapeutics on the staff of
an Indian University or a college affiliated thereto;

(xii) one person to be nominated by the Central Government from the
pharmaceutical industry;

(xiii) one pharmacologist to be elected by the Governing Body of the Indian
Council of Medical Research;

(xiv) one person to be elected by the Central Council of the Indian Medical
Association;

(xv) one person to be elected by the Council of the Indian Pharmaceutical
Association;

(xvi) two persons holding the appointment of Government Analyst under
this Act, to be nominated by the Central Government.]

(3) The nominated and elected members of the Board shall hold office for three years,
but shall be eligible for re-nomination and re-election:

[Provided that the person nominated or elected, as the case may be, under clause (ix) or
clause (x) or clause (xi) or clause (xvi) of sub-section (2) shall hold office for, so long as he
holds the appointment of the office by virtue of which he was nominated or elected to the
Board.]

(4) The Board may, subject to the previous approval of the Central Government, make
bye-laws fixing a quorum and regulating its own procedure and the conduct of all business
to be transacted by it.

(5) The Board may constitute sub-committees and may appoint to such sub-committees
for such periods, not exceeding three years, as it may decide, or temporarily for the
consideration of particular matters, persons who are not members of the board.

(6) The functions of the Board may be exercised notwithstanding any vacancy therein.

(7) The Central Government shall appoint a person to be Secretary of the Board and
shall provide the Board with such clerical and other staff as the Central Government
considers necessary.

6. The Central Drugs Laboratory. -- (1) The Central Government shall, as soon as may
be, established a Central Drugs Laboratory under the control of a Director to be appointed
by the Central Government, to carry out the functions entrusted to it by this Act or any rules
made under this Chapter:

Subs. by s. 4, ibid, for the proviso (w.e.f. 15-9-1964).
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Provided that, if the Centra Government so prescribes, the functions of the Central
Drugs Laboratory in respect of any drug or class of drugs ‘[or cosmetic or class of
cosmetics] shall be carried out at the Central Research Institute, Kasauli, or at any other
prescribed Laboratory and the functions of the Director of the Central Drugs Laboratory in
respect of such drug or class of drugs *[or such cosmetic or class of cosmetics] shall be
exercised by the Director of that Institute or of that other Laboratory, as the case may be.

(2) the Centra Government may, after consultation with the Board, make rules
prescribing—

(a) the functions of the Central Drugs Laboratory;

2% * * * * *

(d) the procedure for the submission to the said Laboratory *[under Chapter IV
or Chapter IVA]of samples of drugs ‘[or cosmetics] for analysis or test, the forms of
Laboratory’s reports thereon and the fees payable in respect of such reports;

(e) such other matters as may be necessary or expedient to enable the said
Laboratory to carry out its functions;

(f) the matters necessary to be prescribed for the purpose of the proviso to sub-
section (1).

7. The Drugs Consultative Committee. —(1) The Central Government may constitute an
advisory committee to be caled “the Drugs Consultative Committee” to advise the Central
Government, the State Governments and the Drugs Technical Advisory Board on any other
matter tending to secure uniformity throughout “[India] in the administration of this Act.

(2) The Drugs Consultative Committee shall consist of two representatives of the Central
Government to be nominated by that Government and one representative of each State
Government to be nominated by the State Government concerned.

(3) The Drugs Consultative Committee shall meet when required to do so by the Central
Government and shall have power to regulate its own procedure.

°[7A. Sections 5 and 7 not apply to Ayurvedic, Sddha® or Unani drugs. — Nothing
contained in sections 5 and 7 shall apply to Ayurvedic, Siddha® or Unani drugs]

YIns. by Act 21 of 1962, s. 5 (w.e.f. 27-7-1964).

%Cls. (b) and (c) omitted by Act 11 of 1955, s. 4.

3Subs. by Act 13 of 1964, s. 5, for “under Chapter IV” (w.ef. 15-9-1964).
“Subs. by Act 3 of 1951, s. 3and Sch., or “the States’.

®Ins. by Act 13 of 1964, s. 6 (w.e.f. 15-9-1964).

®Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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CHAPTER III
IMPORT OF DRUGS AND COSMETICS]

8. Standards of quality. —(1) For the purposes of this Chapter, the expression “standard
quality” means—

(@ inrelation to a drug, that the drug complies with the standard set out in
’[the Second Schedul€], and

(b) inrelation to a cosmetic, that the cosmetic compiles with such standard as may
be prescribed.]

(2) The Centra Government, after consultation with the Board and after giving by
notification in the Official Gazette not |ess than three months' notice of its intention so to do,
may by alike notification add to or otherwise amend [the Second Schedule], for the purpose
of this Chapter, and thereupon ?[the Second Schedule] shall be deemed to be amended
accordingly.

9. Misbranded drugs. ---For the purposes of this Chapter a drug shall be deemed to be
misbranded---
[(a) if it is so coloured, coated, powdered or polished that damage is concealed or if
it is made to appear of better or greater therapeutic valuethan it realy is; or

(b) if itisnot labelled in the prescribed manner; or

(c) if its label or container or anything accompanying the drug bears any statement,
design or device which makes any false claim for the drug or which is false or misleading
in any particular; ]

[9A. Adulterated drugs. -- For the purposes of this Chapter, a drug shall be deemed to be
adulterated,--

(@) if it consists, in whole or in part, of any filthy, putrid or decomposed substance;
or

(b) if it has been prepared, packed or stored under insanitary conditions whereby it
may have been contaminated with filth or whereby it may have been rendered injurious to
health; or

(c) if itscontainer is composed in whole or in part, of any poisonous or deleterious
substance which may render the contents injurious to health; or

(d) if it bears or contains, for purposes of colouring only, a colour other than one
which is prescribed; or

(e) if it contains any harmful or toxic substance which may render it injurious to
health; or

() if any substance has been mixed therewith so as to reduce its quality or
strength.

"Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
Subs. by Act 13 of 1964, s. 7, for “the Schedule” (w..e.f. 15-9-1964).
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9B. Sourious drugs. -- For the purposes of this Chapter, a drug shall be deemed to be
Spurious—

(@) if it isimported under a name which belongs to another drug; or

(b) if it is an imitation of , or a substitute for, another drug or resembles another
drug in amanner likely to deceive or bears upon it or uponitslabel or container the name
of another drug unless it is plainly and conspicuously marked so as to reved its true
character and its lack of identity with such other drug ; or

(c) if the label or the container bears the name of an individual or company
purporting to be the manufacturer of the drug, which individua or company is fictitious
or does not exist; or

(d) if it has been substituted wholly or in part by another drug or substance; or

(e) if it purports to be the product of a manufacturer of whom it is not truly a
product .

9C.Misbranded cosmetics. ---For the purposes of this chapter, a cosmetic shall be deemed
to be misbranded---
(a) if it contains a colour which is not prescribed ; or
(b) if it isnot labelled in a prescribed manner; or
(c) if the label or container or anything accompanying the cosmetic bears any
statement which isfalse or misleading in any particular.

9D. Spurious cosmetics. --For the purposes of this Chapter, a drug shall be deemed to be
spurious, --

(a) if it isimported under the name which belongs to another cosmetic; or

(b) if it is an imitation of, or is a substitute for, another cosmetic or resembles
another cosmetic in a manner likely to deceive or bears upon it or upon its label or
container the name of another cosmetic, unlessit is plainly or conspicuously marked so as
to revedl itstrue character and its lack of identity with such other cosmetic; or

(c) if the label or the container bears the name of an individua or company
purporting to be the manufacturer of the cosmetic, which individual or company is
fictitious or does not exist; or

(d) if it purports to be the product of a manufacturer of whom it is not truly a
product].

10. Prohibition of import of certain drugs or cosmetics. —From such *date as may be
fixed by the Central Government by notification in the Official Gazette in this behalf, no
person shall import—

(a) any drug {[or cosmetic] which is not of standard quality;

118 April, 1947 for cls. (a), (b), (c), (€) and (f) and 1% April 1949 for cl. (d) see Notification No. 18-
12/46-D (1), dated on 11" February 1947, Gazette of India, 1947, Pt. 1, P. 189 as amended by
Notification No.F.1-2/48-D (1), dated 29" September,1948.

1% April, 1953 for the States of Himachal Pradesh, Bilaspur, Kutch, Bhopal, Tripura, Vindhya Pradesh
and Manipur; vide Notification No. S.R.O. 666, dated the 30" March, 1953, Gazette of India, 1953, Pt.
I, Sec. 3, p.451.

Ins. by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964).
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Y[ (b) any misbranded drug or misbranded ?(or spurious) cosmetic;]
3[(bb) any adulterated %(or spurious) drug;]

(c) any drug “[or cosmetic] for the import of which alicence is prescribed, otherwise
than under, and in accordance with, such licence;

°[(d) any patent or proprietary medicine, unless there is displayed in the prescribed
manner on the label or container thereof 2(the true formula or list of active ingredients
contained in it, together with the quantities thereof);]

(e) any drug which by means of any statement, design or device accompanying it or
by any other means, purports or claims to cure or mitigate any such disease or allment, or
to have any such other effect, as may be prescribed;

“I(ee) any cosmetic containing any ingredient which may render it unsafe or harmful
for use under the directions indicated or recommended;]

(f) any drug “[or cosmetic] the import of which is prohibited by rule made under this
Chapter:

Provided that nothing in this section shall apply to the import, subject to prescribed
conditions, of small quantities of any drug for the purpose of examination, test or analysis or
for personal use:

Provided further that the Central Government may, after consultation with the Board ,by
notification in the Official Gazette, permit, subject to any conditions specified in the
notification, the import of any drug or class of drugs not being of standard quality.

2* * * * * *

°[10A. Power of Central Government to prohibit import of drugs and cosmeticsin public
interest. — Without prejudice to any other provision contained in this Chapter, if the Central
Government is satisfied that the use of any drug or cosmetic is likely to involve any risk to
human beings or animals or that any drug does not have the therapeutic value clamed for it
or contains ingredients and in such quantity for which there is no therapeutic justification and
that in the public interest it is necessary or expedient so to do then, that Government may, by
notification in the Official Gazette, prohibit the import of such drug or cosmetic.]

Subs. by .8, ibid,. for cl. (b) (w.ef. 27-7-1964).
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
®Ins. by Act 13 of 1964, s. 9 (w.e.f. 15-9-1964).

“Ins. by Act 21 of 1962, s. 8 (w.e.f. 27-7-1964).
°Subs. by Act 11 of 1955, s. 5, for cl. (d).
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11. Application of law relating to sea customs and powers of Customs Officers. — (1) The
law for the time being in force relating to sea customs and to goods, the import of which is
prohibited by section 18 of the Sea Customs Act, 1878 (8 of 1878) shall, subject to the
provisions of section 13 of this Act, apply in respect of drugs *[and cosmetics] the import of
which is prohibited under this Chapter, and officers of Customs and officers empowered
under that Act to perform the duties imposed thereby on a Customs Collector and other
officers of Customs, shall have the same powers in respect of such drugs ?[and cosmetics] as
they have for the time being in respect of such goods as aforesaid.

3[(2) Without prejudice to the provisions of sub-sections (1), the Customs Collector
or any other officer of the Government authorized by the Central Government in this behalf,
may detain any imported package which he suspects to contain any drug 4[or cosmetic] the
import of which is prohibited under this Chapter and shall forthwith report such detention to
the Drugs Controller, India, and, if necessary, forward the package or sample of any
suspected drug 4[or cosmetic] found therein to the Central Drugs Laboratory.]

12. Power of Central Government to make rules. —(1) The Central Government may,
after consultation with *(or on the recommendation of the Board) and after previous
publication by notification in the Officia Gazette, make rules for the purpose of giving effect
to the provisions of this Chapter:

*[Provided that consultation with the Board may be dispensed with if the Central
Government is of opinion that circumstances have arisen which render it necessary to make
rules without such consultation, but in such a case the Board shall be consulted within six
months of the making of the rules and the Central Government shall take into consideration
any suggestions which the Board may make in relation to the amendment of the said rules.]

(2) Without prejudice to the generality of the forgoing power, such rules may—

(a) specify the drugs or classes of drugs ®[or cosmetics or classes of cosmetics] for
the import of which alicence is required, “[and prescribe the form and conditions of such
licences, the authority empowered to issue the same, the fees payable therefor and
provide for the cancellation, or suspension of such licence in any case where any
provision of this Chapter or the rules made thereunder is contravened or any of the
conditions subject to which the licence isissued is not complied with];

(b) prescribe the methods of test or analysis to be employed in determining whether
adrug [or cosmetic] is of standard quality;

(c) prescribe, in respect of biological and organometallic compounds, the units or
methods of standardization;

"Now see the Customs Act 1962

?Ins. by Act 210f 1962, s. 9 (w.ef. 27-7-1964).
3Subs. by Act 11 of 1955, s. 6, for sub-section (2).
“Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
°Ins. by Act 11 of 1955, s. 7.

®Ins. by Act 210f 1962, s. 10 (w.e.f. 27-7-1964).
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(cc) prescribe under clause (d) of ?(section 9A) the colour or colours which a
drug may bear or contain for purposes or colouring;]

(d) specify the diseases or ailments which an imported drug may not purport or
claim 3[to prevent, cure or mitigate] and such other effects which such drug may not
purport or claim to have;

(e) prescribe the conditions subject to which small quantities of drugs, the
import of which is otherwise prohibited under this Chapter, may be imported for the
purpose of examination, test or analysis or for personal use;

(f) prescribe the places at which drugs “[or cosmetics] may be imported, and
prohibit their import at any other place;

(g) require the date of manufacture and the date of expiry of potency to be
clearly and truly stated on the label or container of any specified imported drug or class
of such drugs, and prohibit the import of the said drug or class of drugs after the expiry
of a specified period from the date of manufacture;

(h) regulate the submission by importers, and the securing, of samples of drugs
“lor cosmetics] for examination, test or analysis by the Central Drugs Laboratory, and
prescribe the fees, if any, payable for such examination, test or analysis,

(i) prescribe the evidence to be supplied, whether by accompanying documents
or otherwise, of the quality of drugs “ or cosmetics] sought to be imported, the
procedure of officers of Customs in dealing with such evidence, and the manner of
storage at places of import of drugs “[ or cosmetics] detained pending admission;

(j) provide for the exemption, conditionally or otherwise, from all or any of the
provisions of this Chapter and the rules made thereunder of drugs “[or cosmetics]
imported for the purpose only of transport through, an export from, *[Indial;

(k) prescribe the conditions to be observed in the packing in bottles, packages or
other containers, of imported drugs %[including the use of packing material which comes
into direct contact with the drugs] “[or cosmetics];

() regulate the mode of labeling drugs “[or cosmetics] imported for sale in
packages, and prescribe the matters which shall or shall not be included in such labels;

(m) prescribe the maximum proportion of any poisonous substance which may
be added to or contained in any imported drug, prohibit the import if any drug in which
that proportion is exceeded, and specify substances which shall be deemed to be
poisonous for the purposes of this Chapter and the rules made thereunder;

(n) require that accepted scientific name of any specified drug shall be displayed
in the prescribed manner on the label or wrapper of any imported, patent or proprietary
medicine containing such drug;

(o) provide for the exemption, conditionally or otherwise, from all or any of the
provisions of this Chapter or the rules made thereunder of any specified drug or class of
drugs “[or cosmetic or class of cosmetics].

*Ins. by Act 13 of 1964, s. 10 (w.e.f. 15-9-1964)
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
3Subs. by Act 11 of 1955, s. 7, for “to cure or mitigate”.
“Ins. by Act 21 of 1962, s. 10 (w.e.f. 27-7-1964).

°Subs. by Act 3 of 1951, s. 3 and Sch., for “the States’.
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1113. Offences. —(1) Whoever himself or by any other person on his behalf imports,-

(a) any drug deemed to be adulterated under section 9A or deemed to be a spurious
drug under section 9B or any spurious cosmetic referred to in section 9D or any
cosmetic of the nature referred to in clause (ee) of section 10 shall be punishable
with imprisonment for a term which may extend to three years and a fine which
extend to five thousand rupees;]

[(b) any drug or cosmetic other than a drug or cosmetic referred to in clause (a), the
import of which is prohibited under section 10, or any rule made under this Chapter,
shall be punishable with imprisonment for a term which may extend to six months,
or with fine which extend to five thousand rupees or both;

(c) any drug or cosmetic in contravention of the provision of any notification issued
under section 10A, shall be punishable with imprisonment for a term which may
extend to three years, or with fine which extend to five thousand rupees, or both;

(2) Whoever having been convicted of an offence—
(a) under clause (a) or clause (c) of sub-section (1), is again convicted of an offence
under that clause, shall be punishable with imprisonment for a term which may
extend to ten thousand rupees, or with both;

(b) under clause (b) of sub-section (1),is again convicted of an offence under that
clause, shall be punishable with imprisonment for a term which may extend to one
year, or with fine which may extend to one thousand rupees, or with both

(3) The punishment provided by this section shall be in addition to any penalty to which
the offender may be liable under the provision of section 11.]

14.Confiscation. —Where any offence punishable under section 13 has been committed,
the consignment of the drugs “[or cosmetics| in respect of which the offence has been
committed shall be liable to confiscation.

15.Jurisdiction. —No Court inferior to that of a ‘[Metropolitan] Magistrate or of a
YTJudicial] Magistrate of the first class shall try an offence punishable under section 13.

CHAPTER IV
MANUFACTURE, SALE AND DISTRIBUTION OF DRUGS '[AND COSMETICS]
16.Standards of quality. —[(1) For the purposes of this Chapter, the expression “standard
quality” means—

(a) in relation to a drug, that the drug complies with the standard set out in “[the
Second Schedule], and

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

?Ins. by Act 21 of 1962, s. 11 (w.e.f.27-7-1964)

3Subs. by s. 12, ibid., for sub-section (1), (w.e.f. 27-7-64).

“Subs. Act 13 of 1964, s. 11, for “the Schedule” (w.e.f 15-9-1964).
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(b) in relation to a cosmetic, that the cosmetic complies with such standard as may
be prescribed.]

(2) The ‘[Central Government], after consultation with the Board and after giving by
notification in the Official Gazette not less than three months’ notice of its intention so to do,
may by alike notification add to or otherwise amend [the Second Schedule] for the purpose
of this Chapter, and thereupon ?[the Second Schedule] shall be deemed to be amended
accordingly.

3[17. Misbranded drugs. —For the purposes of this Chapter a drug shall be deemed to be
misbranded—

(@) if itisso coloured, coated, powdered or polished that damage is concealed, or if
it is made to appear of better or greater therapeutic value that it redlly is; or

(b) if it isnot labelled in the prescribed manner; or

(c) if itslabel or container or anything accompanying the drug bears any statement,
design or device which makes any false claim for the drug or which isfalse or
misleading in any particular.

17A. Adulterated drugs. -- For the purpose of this Chapter, a cosmetic shall be deemed
to be adulterated, --

(a) if it consists, in whole or in part, of any filthy, putrid or decomposed
substance; or

(b) if has been prepared, packed or stored under insanitary conditions whereby it
may have been contaminated with filth or whereby it may have been rendered injurious
to health; or

(c) if its container is composed, in whole or in part, of any poisonous or
del eterious substance which may render the contents injurious to health; or

(d) if it bears or contains, for the purpose of colouring only, a colour other than
one which is prescribed; or

(e) if it contains any harmful or toxic substance which may render it injurious to
health; or

() if any substance has been mixed therewith so as to reduce its quality or
strength.

17B.Spurious drugs. --For the purposes of this Chapter a drug shall be deemed to be
spurious,-

(a) if it is manufactured under a name which belongs to another drug; or

(b) if it isan intimation of, or is a substitute for, another drug or resembles
another drug in amanner likely to deceive or bear upon it or upon its label or container
the name of another drug unlessit is plainly and conspicuously marked so asto revea
itstrue character and its lack identity with such other drug ; or

(c) if thelabel or container bears the name of an individual or company
purporting to be the manufacturer of the drug , which individual or company isfictitious
or does not exist; or

(d) if it has been substituted wholly or in part by another drug or substance; or

Subs. by Act 11 of 1955, s. 8, for “ State Government.”
2Subs. Act 13 of 1964, s. 11, for “the Schedule” (w.e.f 15-9-1964).
3Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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(e) if it purports to be the product of a manufacturer of whom it is not truly a
product.

17C. Misbranded cosmetics. —For the purposes of this Chapter, a cosmetic shall be
deemed to be misbranded, --
(a) if it contains a colour which is not prescribed; or
(b) if it isnot labelled in the prescribed manner; or
(c) the label or any container or anything accompanying the cosmetic bears any
statement which isfalse or misleading in any particular.

17D. Spurious cosmetics.—For the purposes of this Chapter, a cosmetic shall be deemed
to be spurious,--

(@) if it is manufactured under a name which belongs to another cosmetic; or]

(b) if it isan intimation of , or a substitute for , another cosmetic or resembles
another cosmetic in a manner likely to deceive or bear upon it or upon its label or
container the name of another cosmetic unlessit is plainly and conspicuously marked so
asto reved itstrue character and itslack of identity with such other cosmetic; or

(c) if the label or container bears the name of an individual or a company
purporting to be the manufacturer of the cosmetic which individual or company is
fictitious or does not exist; or

(d) if it purports to be the product of a manufacturer of whom it is not truly a
product.]

18. Prohibition of manufacture and sale of certain drugs and cosmetics. —From such
ldate as may be fixed by the State Government by notification in the Official Gazette in this
behalf ,no person shall himself or by any other person on his behalf—

(a) manufacture for sale ?[or for distribution] ,or sell, or stock or exhibit *[or

offer for sale]—
(i) any drug which is not of a standard quality, or is misbranded,
adulterated or spurious,
(if) any cosmetic which is not of a standard quality or is misbranded or
spurious;]

3(iii) any patent or proprietary medicine, unless there is displayed in the
prescribed manner on the label or container thereof the true formula or list of
“[active ingredients contained in it together with the quantities thereof;]]

(iv) any drug which by means of any statement, design or device
accompanying it or by any other means ,purport or claims “[to prevent ,cure or
mitigate ] any such disease or ailment ,or to have any such other effect as may
be prescribed;

119 April 1947 for sub-clauses (i), (ii), (iv) and (v) of clause (a) and clauses (b) and (c) ; 1% April, 1949
for sub-clause (iii) of clause (a) in so far asit takes effect in Delhi, Ajmer and Coorg, see Natification
No. 18-12/46-D. Il, dated 11" February, 1947. Gazette of India, 1947, Pt., p.189; as amended by
Notification No.F. 1-2/48-D(I1), dated 29" September, 1948; 1% April, 1953 for the States of Himchal
Pradesh, Bilaspur, Kutch, Bhopal, Tripura, Vindhya Pradesh and Manipur, vide Notification No.
S.R.0. 664, dated 30™ March,1953, Gazette of India, 1953, Pt. I1,Sec. 3, p. 451.

2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

3Subs. by Act 11 of 1955, s. 9, for sub-clause (iii)

“Subs. by s. 9,ibid., for “to cure or mitigate”.
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[(v) any cosmetic containing any ingredient which may render it unsafe
or harmful for use under the directions indicated or recommended;
(vi) any drug or cosmetic in contravention of any of the provisions of this

Chapter or any rule made thereunder;]

(b) sell, or stock or exhibit ?[or offer] for sale, or distribute any drug [or cosmetic]
which has been imported or manufactured in contravention of any of the provisions of
this Act or any rule made thereunder;

(c) manufacture for sale [or for distribution], or sell, or stock or exhibit *[or offer]
for sale, or distribute any drug “[or cosmetic],except under, and in accordance with the
conditions of, alicence issued for such purpose under this Chapter :

Provided that nothing in this section shall apply to the manufacture, subject to prescribed
condition of small quantities of any drug for the purpose of examination, test or analysis:

Provided further that the °[Central Government] may, after consultation with the Board,
by notification in the Officia Gazette, permit, subject to any conditions specified in the
notification, the [manufacture for sale, or for distribution, sale, stocking or exhibiting or
offering for sale or distribution] of any drug or class of drugs not being of standard quality.

6% * * * * *

T18A. Disclosure of the name of the manufacturer, etc—Every person, not being the
manufacturer of a drug or cosmetic or his agent for the distribution thereof, shal, if so
required, disclose to the Inspector the name, address and other particulars of the person from
whom he acquired the drug or cosmetic.]

8118B. Maintenance of records and furnishing of information. —Every person holding a
licence under clause (c) of section 18 shall keep and maintain such records, registers and
other documents as may be prescribed and shall furnish to any officer or authority exercising
any power or discharging any function under this Act such information as is required by such
officer or authority for carrying out the purposes of this Act.]

19.Pleas. —(1) Save as hereinafter provided in this section, it shall be no defence in a
prosecution under this Chapter to prove merely that the accused was ignorant of the nature,
substance or quality of drug ‘[or cosmetic] in respect of which the offence has been
committed or of the circumstances of its manufacture or import, or that a purchaser, having
bought only for the purpose of test or analysis, has not been prejudiced by the sale.

Subs. by Act 21 of 1962, s. 14, for sub-clause (v) (w.ef. 27-7-1964).
2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

3Ins. by s. 14, ibid. (w.e.f. 27-7-1964).

“Ins. by Act 21 of 1962, s. 14 (w.ef. 27-7-1964).

°Subs. by Act 11 of 1955, s. 9, for “State Government”.

®Explanation Omitted as per Act 68 of 1982 (w.e.f. 01-02-1983)

Ins. by Act 13 of 1964, s. 14 (w.e.f. 15-9-1964)

®Ins. by Act 68 of 1982 (w.e.f. 01-02-1983)
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(2) [For the purposes of section 18 a drug shall not be deemed to be misbranded or
adulterated *[or spurious] or to be below standard quality nor shall a cosmetic be deemed to
be misbranded or to be below standard quality] only by reason of the fact that—

(a) there has been added thereto some innocuous substance or ingredient because the
same is required for manufacture or preparation of the drug *[or cosmetic] as an article of
commerce in a state fit for carriage or consumption, and not to increase the bulk, weight
or measure of the drug *[or cosmetic]or to conceal itsinferior quality or other defects; or

4% * * * * *

(b) in the process of manufacture, preparation or conveyance some extraneous
substance has unavoidably become intermixed with it: Provided that this clause shall not
apply in relation to any sale or distribution of the drug [or cosmetic] occurring after the
vendor or distributor became aware of such intermixture.

°[(3) A person, not being the manufacturer of a drug or cosmetic or his agent for the
distribution thereof, shall not be liable for a contravention of section 18 if he proves—

(@) that he acquired the drug or cosmetic from a duly licensed manufacturer,
distributor or dealer thereof;

(b) that he did not know and could not ,with reasonable diligence, have ascertained
that the drug or cosmetic in any way contravened the provisions of that section ;and

(c) that the drug or cosmetic, while in his possession, was properly stored and
remained in the same state as when he acquired it .]

®[20.Government Analysts. — (1) The State Government may, by notification in the
Official Gazette, appoint such persons as it thinks fit, having the prescribed qualifications, to
be Government Analysts for such areas in the state and in respect of such drugs or ‘[classes
of drug or such cosmetics or classes of cosmetics] as may specified in the notification.

(2) The Centra Government may also, by notification in the Official Gazette, appoint
such persons as it thinks fit, having the prescribed qualifications, to be Government Analysts
in respect of such drugs or [classes of drugs or such cosmetics or classes of cosmetics] as
may be specified in the notification.

Subs. by Act 13 of 1964, s. 15, for certain words (w.e.f. 15-9-1964).

“Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

3Ins. by Act 21 of 1962, s. 15 (w.e.f. 27-7-1964).

*Cl.(ad)ins. by Act 11 of 1955, s. 10, omitted by Act 13 of 1964, s. 15 (w.e.f. 15-9-1964).
>Subs.by Act 13 of 1964, s. 15, for sub-section (3) (w.e.f. 15-9-1964).

®Subs. by Act 35 of 1960, s. 4, for the original ss.20 and 21 (w.e.f. 16-3-1961)

" Subs. by Act 21 of 1962, s. 16, for “class of drugs’ (w.e.f. 27-7-1964).
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(3) Notwithstanding anything contained in sub-section (1) or sub-section (2), neither
the Central Government nor a State Government shall appoint as a Government Analyst any
official not serving under it without the previous consent of the Government under which he
is serving.

[(4) No person who has any financial interest in the import, manufacture or sale of drugs
or cosmetics shall be appointed to be a Government Analyst under sub-section (1) or sub-
section (2) of this section.]

21. Inspectors. —(1) The Central Government or a State Government may, by notification
in the Official Gazette, appoint such person as it thinks fit, having the prescribed
qualification, to be Inspectors for such areas as may be assigned to them by the Central
Government or State Government, as the case may be.

(2) The powers which may be exercised by an Inspector and the duties which may be
performed by him, the drugs or ?[classes of drugs or cosmetics or classes of cosmetics] in
relation to which and the conditions, limitations or restrictions subject to which, such powers
and duties may be exercised or performed shall be such as may be prescribed.

(3) No person who has any financial interest [in the import, manufacture or sale of drugs
or cosmetics] shall be appointed to be an Inspector under this section.]

“[(4) Every Inspector shall be deemed to be public servant within the meaning of section
21 of the Indian Penal Code (45 of 1860), and shall be officially subordinate to such authority
*[having the prescribed qualification] as the Government appointing him may specify in this
behalf.]

®[22. Powers of Inspectors—(1) Subject to the provisions of section 23 and of any rules
made by the Central Government in this behalf, an Inspector may, within the local limits of
the areafor which he is appointed, —
*[(a) inspect, --
(i) any premises wherein any drug or cosmetic is being manufactured and the
means employed for standardizing and testing the drug or cosmetic;
(if) any premises wherein any drug or cosmetic is being sold, or stocked or
exhibited or offered for sale, or distributed ;
(b) take samples of any drug or cosmetic,--
(i) which is being manufactured or being sold or is stocked or exhibited or
offered for sale, or isbeing distributed;
(if) from any person who isin the course of conveying, delivering or preparing to
deliver such drug or cosmetic to a purchaser or a consignee;

!Ins. by Act 68 of 1982 (w.e.f. 01-02-1983)

Subs. by s.17, ibid. for “class of drugs’ (w.e.f. 27-7-1964).

3Subs. by Act 210f 1962, s.17, for “in the manufacture, import or sale of drugs” (w.e.f 27-7-1964).
“Subs. by Act 35 of 1960, s. 4, for the original ss.20 and 21 (w.e.f. 16-3-1961)

*Amended by Act 68 of 1982 (w.e.f. 01-02-1983)

®Subs. by Act 110of 1955, s. 11, for s.22.
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(c) at al reasonable times, with such assistance, if any, as he considers necessary,--
(i) search any person, who, he has reason to believe, has secreted about his
person, any drug or cosmetic in respect of which an offence under this
Chapter has been, or is being, committed; or
(i) enter and search any place in which he has reason to believe an offence under
this Chapter has been, or is being committed; or
(iii) stop and search any vehicle, vessel, or other conveyance which, he has reason
to believe, is being used for carrying any drug or cosmetic in respect of which
an offence under this Chapter has been, or is being, committed,
and order in writing the person in possession of the drug or cosmetic in respect of which
the offence has been, or is being, committed, not to dispose of any stock of such drug or
cosmetic for a specified period not exceeding twenty days, or, unless the alleged offence
is such that the defect may be removed by the possessor of the drug or cosmetic, seize the
stock of such drug or cosmetic and any substance or article by means of which the
offence has been ,or is being, committed or which may be employed for the commission
of such offence;]

[(cc) examine any record, register, document or any other material object found
’Iwith any person, or in place, vehicle, vessel or other conveyance referred to in
clause (¢)], and seize the same if he has reason to believe that it may furnish
evidence of the commission of an offence punishable under this Act or the Rules
made thereunder;]

?(cca) require any person to produce any record, register, or other document relating
to the manufacture for sale or for distribution, stocking, exhibition for sale, offer
for sale or distribution of any drug or cosmetic in respect of which he has reason
to believe that an offence under this Chapter has been, or is being, committed,;

(d) exercise such other powers as may be necessary for carrying out the purposes of
this Chapter or any rules made there under.

(2) The provisions of the Code of Criminal Procedure, 2[1973 (2 of 1974)] shall, so far as
may be, apply to any search or seizure under this Chapter as they apply to any search or
seizure made under the authority of awarrant issued under section ?[94] of the said Code.

’[(2A) Every record, register or other document seized under clause (cc) or produced
under clause (cca) shall be returned to the person, from whom they were seized or who
produce the same, within a period of twenty days of the date of such seizure or production, as
the case may be, after copies thereof or extracts there from certified by that person, in such
manner as may be prescribed, have been taken.]

YInsby Act 35 of 1960, s. 5(w.e.f. 16-3-1961)
2Amended by Act 68 of 1982 (w.e.f. 01-02-1983)
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(3) If any person willfully obstructs an Inspector in the exercise of the powers conferred
upon him by or under this Chapter [or refuses to produce any record, register or other
document when so required under clause (cca) of sub-section (1)], he shall be punishable
with imprisonment which may extend to three years, or with fine, or with both.]

23. Procedure of Inspectors. —(1) Where an Inspector takes any sample of a drug 4[or
cosmetic] under this Chapter, he shall tender the fair price thereof and may require a written
acknowledgement therefor.

(2) Where the price tendered under sub-section (1) is refused, or where the Inspector
seizes the stock of any drug ?[or cosmetic] under clause (c) of section 22, he shall tender a
receipt therefore in the prescribed form.

(3) Where an Inspector takes a sample of a drug 4[or cosmetic] for the purpose of test or
analysis, he shal intimate such purpose in writing in the prescribed form to the person from
whom he takes it and, in the presence of such person unless he willfully absents himself, shall
divide the sample into four portions and effectively seal and suitably mark the same and
permit such person to add his own seal and mark to all or any of the portions so sealed and
marked:

Provided that where the sample is taken from premises whereon the drug ?[or cosmetic] is
being manufactured, it shall be necessary to divide the sample into three portions only:

Provided further that where the drug 4or cosmetic] is made up in containers of small
volume, instead of dividing a sample as aforesaid, the Inspector may, and if the drug ?[or
cosmetic] be such that it is likely to deteriorate or be otherwise damaged by exposure shall,
take three or four, as the case may be, of the said containers after suitably marking the same
and, where necessary, sealing them.

(4) The Inspector shall restore one portion of a sample so divided or one container, as the
case may be, to the person from whom he takes it, and shall retain the remainder and dispose
of the same asfollows: --

(i) one portion or container he shall forthwith send to the Government Analyst for
test or analysis;

(i) the second he shall produce to the Court before which proceedings, if any, are
instituted in respect of the drug *[or cosmetic];

3(iii) the third, where taken, he shall send to the person, if any, whose name,
address and other particulars have been disclosed under section 18A.]

(5) Where an Inspector takes any action under clause (c) of section 22, --

"Amended by Act 68 of 1982 (w.e.f. 01-02-1983)
Ins.by Act 21 of 1962, s.15 (w.e.f. 27-7-1964).
3Subs. by Act 13 of 1964, s.16, for cl. (iii) (w.e.f.15-9-1964).
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(a) he shall use al despatch in ascertaining whether or not the drug *{or cosmetic]
contravenes any of the provisions of the section 18 and, if it is ascertained that the drug
Tor cosmetic] does not so contravene, forthwith revoke the order passed under the said
clause or, as the case may be take , such action as may be necessary for the return of the
stock seized;

(b) if he seizes the stock of the drug ‘[or cosmetic], he shall as soon as may be,
inform a?[Judicial] Magistrate and take his orders as to the custody thereof;

(c) without prejudice to the institution of any prosecution, if the aleged
contravention be such that the defect may be remedied by the possessor of the drug *[or
cosmetic], he shall, on being satisfied that the defect has been so remedied, forthwith
revoke his order under the said clause.

3[(6) Where an Inspector seizes any record, register, document or any other material
object under clause (cc) of sub-section (1) of section 22,he shall, as soon as may be, inform a
’JJudicial] Magistrate and take his orders as to the custody thereof ]

24. Persons bound to disclose place where drugs or cosmetics are manufactured or kept.
—Every person for the time being in charge of any premises whereon any drug *[or cosmetic]
is being manufactured or is kept for sale or distribution shall, on being required by an
Inspector so to do, be legally bound to disclose to the Inspector the place where the drug *{or
cosmetic] is being manufactured or is kept, as the case may be.

25.Reports of Government Analysts. —(1) The Government Analyst to whom a sample of
any drug [or cosmetic] has been submitted for test or analysis under sub-section (4) of
section 23, shall deliver to the Inspector submitting it a signed report in triplicate in the
prescribed form.

(2)The Inspector on receipt thereof shall deliver one copy of the report to the person from
whom the sample was taken “[and another copy to the person, if any, whose name, address
and other particulars have been disclosed under section 18A], and shall retain the third copy
for use in any prosecution in respect of the sample.

(3)Any document purporting to be a report signed by a Government Analyst under this
Chapter shall be evidence to the facts stated therein, and such evidence shall be conclusive
unless the person from whom the sample was taken *[or the person whose name, address and
other particulars have been disclosed under section 18A] has, within twenty-eight days of the
receipt of acopy of the report, notified in writing the Inspector or the Court before which any
proceedings in respect of the sample are pending that he intends to adduce evidence in
controversion of the report.

‘Insby 21 of 1962 s.15 (w.e.f.27-7-1964)

2Amended by Act 68 of 1982 (w.e.f. 01-02-1983)

®Insby Act 35 of 1960,s.6(w.e.f.16-3-1961).

“Subs.by Act 13 of 1964,s.17, for certain words (w.e.f.15-9-1964).
°Subs. By s.17, ibid., for “or the said warrantor” (w.e.f..15-9-1964).
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(4) Unless the sample has already been tested or analysed in the Central Drugs
Laboratory, where a person has under sub-section (3) notified his intention of adducing
evidence in controversion of a Government Analyst’s report, the Court may, of its own
motion or in its discretion at the request either of the complainant or the accused, cause the
sample of the drug ‘{or cosmetic] produced before the Magistrate under sub-section (4) of
section 23 to be sent for test or analysis to the said Laboratory, which shall make the test or
analysis and report in writing signed by, or under the authority of, the Director of the Central
Drugs Laboratory the result thereof, and such report shall be conclusive evidence of the facts
stated therein.

(5) The cost of atest or analysis made by the Central Drugs Laboratory under  sub-
section (4) shall be paid by complainant or accused as the Court shall direct.

26. Purchaser of drugs or cosmetics enabled to obtain test or analysis— Any person [or
any recognized consumer association, whether such person is a member of that association or
not] shall, on application in prescribed manner and on payment of prescribed fee, be entitled
to submit for test or analysis to a Government Analyst any drug “{or cosmetic] purchased by
him 3[or it] and to receive a report of such test or analysis signed by the Government Analyst.

’Explanation. —For the purposes of this section and section 32, “recognized consumer
association” means a voluntary consumer association registered under the Companies Act,
1956 or any other law for the time being in force.]

“I26A. Power of Central Government to prohibit manufacture, etc., of drug and cosmetic
in public interest. —Without prejudice to any other provision contained in this Chapter, if the
Central Government is satisfied, that the use of any drug or cosmetic is likely to involve any
risk to human beings or animals or that any drug does not have the therapeutic value claimed
or purported to be claimed for it or contains ingredients and in such quantity for which there
is no therapeutic justification and that in the public interest it is necessary or expedient so to
do, then, that Government may, by notification in the Official Gazette, prohibit the
manufacture, sale or distribution of such drug or cosmetic]

4[27. Penalty for manufacture, sale, etc., of drugs in contravention of this Chapter. --
Whoever, himself or by any other person on his behaf, manufactures for sale or for
distribution, or sells, or stocks or exhibits or offers for sale or distributes, —

(a) any drug deemed to be adulterated under section 17A or spurious under section
17B or which when used by any person for or in the diagnosis, treatment, mitigation, or
prevention of any disease or disorder islikely to cause his death or is likely to cause such
harm on his body as would amount to grievous hurt within the meaning of section 320 of
the Indian Penal Code, solely on account of such drug being adulterated or spurious or not

Yns. by Act 21 of 1962, s.15 (w.e.f.27-7-1964).
?Ins. by Act 71 of 1986
3Amended. by Act 68 of 1982 (w.e.f. 01-02-1983)



31

of standard quality, as the case may be, shall be punishable with imprisonment for a term
which shall not be less than five years but which may extend to aterm of life and with fine
which shall not be less than ten thousand rupees;]

"[(b) any drug—
(i) deemed to be adulterated under section 17A, but not being a drug referred to
in clause (a), or
(i) without avalid licence as required under clause (c) of section 18,

shall be punishable with imprisonment for aterm which shall not be less than one year but
which may extend to three years and with fine which shall not be less than five thousand
rupees,

Provided that the Court may, for any adequate and special reasons to be recorded in the
judgment, impose a sentence of imprisonment for a term of less than one year and of fine of
less than five thousand rupeses,

(c) any drug deemed to be spurious under section 17B, but not being a drug referred
to in clause (a) shall be punishable with imprisonment for a term which shall not be less
than five years and with fine which shall not be less than five thousand rupees,

Provided that the Court may, for any adequate and special reasons, to be recorded in the
judgment, impose a sentence of imprisonment for a term of less than three years but not less
than one year;

(d) any drug, other than a drug referred to in clause (a) or clause (b) or clause (c), in
contravention of any other provision of this Chapter or any rule made thereunder, shall be
punishable with imprisonment for a term which shall not be less than one year but which
may extend to two years and with fine;

Provided that the Court may, for any adequate and special reasons, to be recorded in the
judgment impose a sentence of imprisonment for aterm of less than one year.

27A. Penalty for manufacture, sale, etc., of cosmetics in contravention of this Chapter. —
Whoever himself or by any other person on his behalf manufactures for sale or for
distribution, or sells, or stocks or exhibits or offers for sale—

(i) any cosmetic deemed to be spurious under section 17D shall be punishable with
imprisonment for aterm which may extend to three years and with fine;

(i) any cosmetic other than a cosmetic referred to in clause (i) above in contravention
of any provision of this Chapter or any rule made thereunder shall be punishable
with imprisonment for a term which may extend to one year or with fine which
may extend to one thousand rupees or with both.]

*Amended. by Act 68 of 1982 (w.e.f. 01-02-1983)
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[28.Penalty for non-disclosure of the name of the manufacturer, etc.— Whoever
contravenes the provisions of section 18A ?[or section 24] shall be punishable with
imprisonment for a term which may extend to one year, or with fine which may extend to
’lone thousand rupees], or with both.]

?[28A. Penalty for not keeping documents, etc., and for non-disclosure of information. —
Whoever without reasonable cause or excuse, contravenes the provision of section 18B shall
be punishable with imprisonment for a term which may extend to one year or with fine which
may extend to one thousand rupees or both.

28B.Penalty for manufacture, etc., of drugs or cosmetics in contravention of section 26A.
—Whoever himself or by any other person on his behalf manufactures or sells or distributes
any drug or cosmetic in contravention of the provisions of any notification issued under
section 26A, shall be punishable with imprisonment for a term which may extend to three
years and shall also be liable to fine which may extend to five thousand rupees.]

29 Penalty for use of Government Analyst’s report for advertising. —Whoever uses any
report of a test or analysis made by the Central Drugs Laboratory or by a Government
Analyst, or any extract from such report, for the purpose of advertising any drug >[or
cosmetic], shall be punishable with fine, which may extend to five hundred rupees.

“130.Penalty for subsequent offences. --. *[4[(1) whoever having been convicted of an
offence-

(@) under clause (b) of section 27 is again convicted of an offence under that clause,
shall be punishable with imprisonment for a term which shall not be less than two years
but which may extend to six years with fine which shall not be less than ten thousand
rupees.

Provided that the Court may, for any adequate and special reasons to be mentioned in the
judgment, impose a sentence of imprisonment for aterm of less than two years and of fine of
less than ten thousand rupees,

(b) under clause (c) of section 27, is again convicted of an offence under that clause
shall be punishable with imprisonment for a term which shall not be less than six years
but which may extend to ten years and with fine which shall not be less than ten thousand
rupees,

(c) under clause (d) of section 27, is again convicted of an offence under that clause
shall be punishable with imprisonment for a term which shall not be less than two years
but which may extend to four years or with fine which shall not be less than five thousand
rupees, or with both;]]

Subs. by Act 13 of 1964,s.19,for .28 (w.e.f.15-9-1964).
2Amended. by Act 68 of 1982 (w.e.f. 01-02-1983)
®Insby Act 21 of 1962, s.15(w.e.f.27-7-1964)

“Subs. by Act 11 of 1955, s. 14, for s. 30

°Subs. by Act 35 of 1960
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[(1A).Whoever, having been convicted of an offence under section 27A is again
convicted under that section, shall be punishable with imprisonment for a term which may
extend to two years, or with fine which may extend to {[two thousand rupees], or with both.]

(2) Whoever, having been convicted of an offence under 3 * * section 29 is again
convicted of an offence under the same section shall be punishable with imprisonment which
may extend to “[ten years] or with fine, or with both]

31. Confiscation. °[(1)] Where any person has been convicted under this Chapter for
contravening any such provision of this Chapter or any rule made thereunder as may be
specified by rule made in this behalf, the stock of the drug ®[or cosmetic] in respect of which
the contravention has been made shall be liable to confiscation “[and if such contravention is
in respect of—

I() manufacture of any drug deemed to be misbranded under section 17,
adulterated under section 17A or spurious under section 17B; or

(i) manufacture for sale, or for distribution ,sale, or stocking or exhibiting or
offering for sale, or distribution of any drug without a valid licence as required under
clause (c) of section 18;]

any implements or machinery used in such manufacture, sale or distribution and any
receptacles, packages or coverings in which such drug is contained and the animals, vehicles,
vessels or other conveyances used in carrying such drug shall also be liable to confiscation.]

8[(2) Without prejudice to the provisions contained in sub-section (1) where the Court is
satisfied, on the application of an Inspector or otherwise and after such inquiry as may be
necessary that the drug or cosmetic is not of standard quality “[or is misbranded, adulterated
or spurious drug or misbranded or spurious cosmetic], such drug or, as the case may be, such
cosmetic shall be liable to confiscation.]

°[31A. Application of provisions to Government departments. -- The provisions of this
Chapter except those contained in section 31 shall apply in relation to the manufacture, sale
or distribution of drugs of any department of Government as they apply in relation to the
manufacture, sale or distribution of drugs by any other person.]

32.Cognizance of offence. —(1) No prosecution under this Chapter shall be instituted
except by an Inspector %[or by the person aggrieved or by a recognised consumer association

Ynsby Act 21 of 1962, s. 20 (w.e.f.27-7-1964).

2Amended by Act 68 of 1982 (w.e.f. 01-02-1983)

*The words and figures “ section 28 or” omitted by Act 13 of 1964
“Subs.by s.20,ibid.,for “two years.”

°Re-numbered as sub section (1) by Act 35 of 1960, s. 9.(w.e.f.16-3-1961).
®Ins.by Act 21 of 1962, s. 21 (w.e.f. 27-71964).

"Added by Act 13 of 1964, s. 21 (w.e.f.15-9-1964).

®Ins.by Act 21 of 1962 s, 18 (w.e.f.27-7-1964).

°Insby Act 13 of 1964, s. 22(w.e.f.15-9-1964).

9 ns. by Act 71 of 1986.



whether such person isamember of that association or not.]
(2) No court inferior to that of a ‘[Metropolitan] Magistrate or of a [Judicial] Magistrate
of the first class shall try an offence punishable under this Chapter.

(3) Nothing contained in this Chapter shall be deemed to prevent any person from being
prosecuted under any other law for any act or omission which constitutes an offence against
this Chapter.

’[32A.Power of Court to implead the manufacturer, etc—Where, at any time during the
trial of any offence under this Chapter alleged to have been committed by any person, not
being the manufacturer of a drug or cosmetic or his agent for the distribution thereof the
Court is satisfied, on the evidence adduced before it, that such manufacturer or agent is also
concerned in that offence, then, the court may, notwithstanding anything contained in [sub-
sections (1), (2) and (3) of section 319 of the Code of Criminal Procedure, 1973 (2 of 1974)]
proceed against him as though a prosecution had been instituted against him under section
32]

33.3[Power of Central Government to make rules. —(1) The Central Government may
after consultation with, [or on the recommendation of,] the Board and after previous
publication by notification in the Officia Gazette, make rules for the purposes of giving
effect to the provisions of this chapter:

Provided that consultation with the Board may be dispensed with if the Central
Government is of opinion that circumstances have arisen which render it necessary to make
rules without such consultation, but in such a case the Board shall be consulted within six
months of making of the rules and the Central Government shall take into consideration any
suggestions which the Board may make in relation to the amendment of the said rules.]

(2) Without prejudice to the generality of the foregoing power, such rules may—

(a) provide for the establishment of laboratories for testing and analyzing drugs
“lor cosmetics);
(b) prescribed the qualifications and duties of Government Analysts and the
qualifications of Inspectors;
(c) prescribe the methods of test or analysis to be employed in determining
whether adrug “[or cosmetic] is of standard quality;
(d) prescribe, in respect of biological and organometallic compounds, the units
or methods of standardization;
°[(dd) prescribe under clause (d) of section Y[17A] the colour or colours which adrug may
bear or contain for purposes of colouring;]

'Amended by Act 68 of 1982 (w.e.f. 01-02-1983)
YInsby s. 23, ibid (w.e.f.15-9-1964).

3Subs. by Act 11 of 1955, s. 15, for sub-section (1).
“Ins. by Act 21 of 1962, s. 22 (2.e.f. 27-7-1964)
®Ins. by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964)
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() prescribe the forms of licences for the manufacture for sale ‘[or distribution],

for the sale and for the distribution of drugs or any specified drug or class of drugs
lor of cosmetic or any specified cosmetic or class of cosmetics], the form of
application for such licences, the conditions subject to which such licences may be
issued, the authority empowered to issue the same, ‘[the qudlification of such
authority] and the fees payable therefor [and provided for the cancellation or
suspension of such licences in any case where any provision of this Chapter or the
rules made thereunder is contravened or any of the conditions subject to which they
areissued is not complied with;]

[(ee) prescribe the records, registers or other documents to be kept and
maintained under section 18B;

(eea) prescribe the fees for the inspection (for the purposes of grant or renewal
of licence) of premises, wherein any drug or cosmetic is being or is proposed to be
manufactured;

(eeb) prescribe the manner in which copies are to be certified under sub-section
(2A) of section 22;]

(f) specify the diseases or ailments which a drug may not purport or claim ¥ to
prevent, cure or mitigate] and such other effects which a drug may not purport or
clam to have;

(g) prescribe the conditions subject to which small quantities of drugs may be
manufactured for the purpose of examination, test or analysis;

(h) require the date of manufacture and the date of expiry of potency to be
clearly or truly stated on the label or container of any specified drug or class of
drugs, and prohibit the sale, stocking or exhibition for sale, or distribution of the
said drug or class of drugs after the expiry of a specified period from the date of
manufacture or after the expiry of the date of potency;

(i) prescribe the conditions to be observed in the packing in bottles, packages,
and other containers of drugs *[or cosmetics] ,'[including the use of packing
material which comes into direct contact with the drugsland prohibit the sale,
stocking or exhibition for sale, or distribution of drugs ?[or cosmetics] packed in
contravention of such conditions;

(j) regulate the mode of labelling packed drugs ?[or cosmetics], and prescribe
the matter which shall or shall not be included in such labels;

(K) prescribe the maximum proportion of any poisonous substance which may be
added or contained in any drug, prohibit the manufacture, sale or stocking or
exhibition for sale, or distribution of any drug in which that proportion is exceeded,
and specify substances which shall be deemed to be poisonous for the purposes of
this Chapter and the rules made thereunder;

() require that the accepted scientific name of any specified drug shall be
displayed in the prescribed manner on the label or wrapper of any patent or
proprietary medicine containing such drug;

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
?Ins. by Act 21 of 1962, s. 22 (2.e.f. 27-7-1964)
3Subs. By Act 11 of 1955, s. 15, for “to cure or mitigate”.
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1y * * * * *

?[(n) prescribe the powers and duties of Inspectors [and the qualifications of the
authority to which such Inspectors shall be subordinate] and “[specify the drugs or
classes of drugs or cosmetics or classes of cosmetics] in relation to which and the
conditions, limitations or restrictions subject to which, such powers and duties may
be exercised or performed;]

(o) prescribe the forms of report to be given by Government Analysts, and the
manner of application for test or analysis under section 26 and the fees payable
therefor;

*[(p) specify the offences against this Chapter or any rule made thereunder in
relation to which an order of confiscation may be made under section 31;] and

(q) provide for the exemption, conditionally or otherwise, from all or any of the
provisions of this Chapter or the rules made thereunder, of any specified drug or
class of drugs *[or cosmetic or class of cosmetics];

6% * * * * *

133A.. Chapter not to apply to Ayurvedic, [Siddha] or Unani drugs. —Save as otherwise
provided in this Act, nothing contained in this Chapter shall apply to Ayurvedic, ][Siddha] or
Unani drugs.]

8[CHAPTER IVA]
PROVISIONS RELATING TO AYURVEDIC, 3[SI DDHA] AND UNANI DRUGS

33B. Application of Chapter IVA—This Chapter shall apply only to Ayurvedic, 3[Siddha]
and Unani drugs.

33C. Ayurvedic, 3[Sddha] and Unani Drugs Technical Advisory Board.—(1) The Central
Government shall, by notification in the Official Gazette and with effect from such date as
may be specified therein, constitute a Board (to be called the Ayurvedic, 3[Siddha] and Unani
Drugs Technical advisory Board) to advise the Centra Government and the State
Governments on technical matters arising out of this Chapter and to carry out the other
functions assigned to it by this Chapter

(2) The Board shall consist of the following members, namely: --

ICI. (m) omitted by Act 13 of 1964, s. 24 (w.e.f. 15-9-1965)

Subs. by Act 35 of 1960, s. s. 10, for cl. (n) (w.e.f.16-3-1961)

3Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

“Subs. by Act 21 of 1962, s. 22, for “ the drugs or class of drugs’ (w.e.f. 27-7-1964)

°Subs, by Act 13 of 1964, s. 24, for cl. (p) (w.e.f. 15-9-1964)

®Sub-section (3) ins. by Act 35 of 1960, omitted by Act 13 of 1964, s. 24 (w.e.f. 15-9-1964)
"Ins. by Act 13 of 1964, s. 25 (w.e.f.1-2-1969)

8ns. by Act 13 of 1964, s. 26, (w.e.f. 8-12-1969)
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(i) the Director General of Health Services, ex officio;

(i) the Drugs Controller, India ex officio;

Y (iii)the principal officer dealing with Indian systems of medicine in the Ministry

of Health, ex-officio;]
(iv) the Director of the Central Drugs Laboratory, Calcutta, ex officio;

(v) one person holding the appointment of Government Analyst under section
33F,to be nominated by the Central Government;

(vi) one Pharmacognocist to be nominated by the Central Government;

(vii) one Phyto-chemist to be nominated by the Central Government;

[(viii) four persons to be nominated by the Central Government, two from amongst
the members of the Ayurvedic Pharmacopoeia Committee, one from amongst the
members of the Unani Pharmacopoeia Committee and one from amongst the members of
the Siddha Pharmacopoeia Committeg;]

(ix)one teacher in Dravyaguna and Bhaishgya Kalpana, to be nominated by the
Central Government;

(X)one teacher in [Im-Ul-Advia and TaklisWaDawa-sazi,to be nominated by the
Central Government;

(i) one teacher in Gunapadam to be nominated by the Central Government;

(xii) three persons, one each to represent the Ayurvedic, Siddha and Unani drug
industry, to be nominated by the Central Government;

(xiii) three persons, one each from among the practitioners of Ayurvedic, Siddha
and Unani Tibb system of medicine to be nominated by the Central Government.]

(3) The central Government shall appoint a member of the Board as its Chairman.

(4) The nominated members of the Board shall hold office for three years but shall be
eligible for renomination.

(5) The Board may, subject to the previous approval of the Centra Government, make
bye- laws fixing a quorum and regulating its own procedure and conduct of al business to be
transacted by it.

(6) The functions of the Board may be exercised notwithstanding any vacancy therein.

(7) The Centra Government shall appoint a person to be Secretary of the Board and shall
provide the Board with such clerical and other staff as the Centra Government considers
necessary.

[33D. The Ayurvedic, Sddha and Unani Drugs Consultative Committee. —(1) The
Central Government may constitute an Advisory Committee to be called the Ayurvedic,
Siddha and Unani Drugs Consultative Committee to advise the Central Government, the State
Governments and the Ayurvedic, Siddha and Unani Drugs Technical Advisory Board on any
matter for the purpose of securing uniformity throughout India in the administration of this
Actinsofar asit relates to Ayurvedic, Siddha or Unani drugs.

(2) The Ayurvedic, Siddha and Unani Drugs Consultative Committee shall consist of two
persons to be nominated by the Central Government as representatives of that Government
and not more than one representative of each State to be nominated by the State Government
concerned.

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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(3) The Ayurvedic, Siddha and Unani Drugs Consultative Committee shall meet when
required to do so by the Central Government and shall regulate its own procedure.

33E. Misbranded drugs. -- For the purposes of this Chapter, an Ayurvedic, Siddha or
Unani drug shall be deemed to be misbranded--

(a) if it is so coloured, coated, powered or polished that damage is concealed, or if it
is made to appear of better or greater therapeutic value than it realy is; or

(b) if it isnot labeled in the prescribed manner; or

(c) if its label or container or anything accompanying the drug bears any statement,
design device which makes any false claim for the drug or which isfalse or misleading in
any particular.

33EE. Adulterated Drugs. —For the purposes of this Chapter, an Ayurvedic, Siddha or
Unani drug shall be deemed to be adulterated, --

(a) if it consists, in whole or in part, of any filthy, putrid or decomposed substance;
or

(b) if it has been prepared, packed or stored under insanitary conditions whereby it
may have been contaminated with filth or whereby it may have been rendered injurious to
health; or

(c) if its container is composed, in whole or in part, of any poisonous or deleterious
substance which may render the contents injurious to health; or

(d) if it bears or contains, for purposes of coloring only, a colour other than one
which is prescribed; or

(e) if it contains any harmful or toxic substance which may render it injurious to
health; or

() if any substance has been mixed therewith so as to reduce its quality or strength.

Explanation. —For the purpose of clause (a), a drug shall not be deemed to consist, in
whole or in part, of any decomposed substance only by reason of the fact that such
decomposed substance is the result of any natural decomposition of the drug:

Provided that such decomposition is not due to any negligence on the part of
manufacturer of the drug or the dealer thereof and that it does not render the drug injurious to
health.

33EEA. Spurious drugs. -- For the purposes of this Chapter, an Ayurvedic, Siddha or
Unani drug shall be deemed to be spurious--
(a) if it is sold, or offered or exhibited for sale, under a name which belongs to
another drug; or
(b) if it is an imitation of, or is a substitute for, another drug or resembles another
drug in amanner likely to deceive, or bears upon it or upon its label or container the name
of another drug, unless it is plainly and conspicuously marked so as to reved its true
character and its lack of identity with such other drug; or
(c) if the label or container bears the name of an individual or company purporting
to be the manufacturer of the drug, which individual or company is fictitious or does not
exist; or
(d) if it has been substituted wholly or in part by any other drug or substance; or
(e) if it purports to be the product of a manufacturer of whom it is not truly a
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product.

33EEB. Regulation of manufacture for sale of Ayurvedic, Sddha and Unani drugs. —No
person shall manufacture for sale or for distribution any Ayurvedic, Siddha or Unani drug
except in accordance with such standards, if any, as may be prescribed in relation to that
drug.

33EEC. Prohibition of manufacture and sale of certain Ayurvedic, Sddha and Unani
drug. From such date as the State Government may, by notification in the Official Gazette,
specify in this behalf, no person, either by himself or by any other person on his behalf,
shall—

(a) manufacture for sale or for distribution--

(i) any misbranded, adulterated or spurious Ayurvedic, Siddha or Unani drugs;
(i) any patent or proprietary medicine, unless there is displayed in the
prescribed manner on the label or container thereof the true list of al the
ingredients contained in it; and

(iii) any Ayurvedic, Siddha or Unani drug in contravention of any of the
provisions of this Chapter or any rule made thereunder;

(b) sell, stock or exhibit or offer for sale or for distribution, any Ayurvedic, Siddha
or Unani drug which has been manufactured in contravention of any of the provisions of
this Act, or any rule made thereunder;

(c) manufacture for sale or for distribution, any Ayurvedic, Siddha or Unani drug,
except under, and in accordance with the conditions of, a licence issued for such purpose
under this Chapter by the prescribed authority;

Provided that nothing in this section apply to Vaidyas and Hakims who manufacture
Ayurvedic, Siddha or Unani drug for the use of their own patients;

Provided further that nothing in this section shall apply to the manufacture, subject to the
prescribed conditions, of small quantities of any Ayurvedic, Siddha or Unani drug for the
purpose of examination, test or analysis.

33EED. Power of Central Government to prohibit manufacture, etc., of Ayurvedic,
Sddha or Unani drugs in public interest. — Without preudice to any other provision
contained in this Chapter, if the Central Government is satisfied on the basis of any evidence
or other material available before it that the use of any Ayruvedic, Siddha or Unani drug is
likely to involve any risk to human beings or animals or that any such drug does not have the
therapeutic value clamed or purported to be claimed for it and that in the public interest it is
necessary or expedient so to do then, that Government may, by notification in the Official
Gazette, prohibit the manufacture, sale or distribution of such drug.]

33F. Government Analysts. —(1) The Central Government or a State Government may,
by notification in the Official Gazette, appoint such person as it thinks fit, having the
prescribed qualification, to be Government Analysts for such areas as may be assigned to
them by the Central Government or the State Government ,as the case may be.
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(2) Notwithstanding anything contained in sub-section(1),neither the Central Government
nor a State Government shall appoint as a Government Analyst any official not serving
under it without the previous consent of the Government under which heis serving.

[(3) No person who has any financial interest in the manufacture or sale of any drug
shall be appointed to be a Government Analyst under this section.]

33G. Inspectors. —(1) The Centra Government or a State Government may, by
notification in the Official Gazette, appoint such persons asit thinks fit, having the prescribed
gualification, to be Inspectors for such areas as may be assigned to them by Central
Government or the State Government as the case may be.

(2) The powers which may be exercised by an Inspector and the duties which may be
performed by him and the conditions, limitations or restrictions subject to which such powers
and duties may be exercised or performed shall be such as may be prescribed.

(3) No person who has any financia interest in the manufacture or sale of any drug shall
be appointed to be an Inspector under this section.

(4) Every Inspector shall be deemed to be a public servant within meaning of section 21
of the Indian Penal Code (45 of 1860) and shall be officialy subordinate to such authority as
the Government appointing him may specify in this behalf.

33H. Application of provisions of section 22, 23, 24 and 25. —The provisions of section
22, 23, 24 and 25 and the rules, if any, made thereunder shall, so far as may be, apply in
relation to an Inspector and a Government Analyst appointed under this Chapter as they apply
in relation to an Inspector and a Government Analyst appointed under Chapter 1V, subject to
the modification that the references to “drug” in the said section, shall be constructed as
references to “Ayurvedic, [Siddha] or Unani Drugs.”

1331 . Penalty for manufacture, sale, etc., of Ayurvedic, Sddha or Unani drug in
contravention of this Chapter. —Whoever himself or by any other person on his behal f—
(1) manufactures for sale or for distribution,--
(a) any Ayurvedic, Siddha or Unani drugs--
(i) deemed to be adulterated under section 33EE, or
(i) without avalid licence as required under clause (c) of section 33EEC,

shall be punishable with imprisonment for a term which may extend to one year and
with fine which shall not be less than two thousand rupees;

(b) any Ayurvedic, Siddha or Unani drug deemed to be spurious under section
33EEA, shall be punishable with imprisonment for aterm which shall not be less than one
year but which may extend to three years and with fine which shall not be less than five
thousand rupees.

Provided that the Court may, for any adequate and specia reasons to be mentioned in the
judgment, impose a sentence of imprisonment for a term of less than one year and of fine of
less than five thousand rupees; or

(2) contravenes any other provisions of this Chapter or of section 24 as applied by

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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section 33H or any rule made under this Chapter, shall be punishable with
imprisonment for a term which may extend to three months and with fine which shall
not be less than five hundred rupees.

33J. Penalty for subsequent offences. —Whoever being convicted of an offence, --

(@) under clause (a) of sub-section (1) of section 33l is again convicted of an
offence under that clause, shall be punishable with imprisonment for a term which may
extend to two thousand rupees,

(b) under clause (a) of sub-section (1) of section 33l is again convicted of an
offence under that clause, shall be punishable with imprisonment for a term which shall
not be less than two years but which may extend to six years and with fine which shall not
be less than five thousand rupees;

Provided that the Court may, for any adequate or special reasons to be mentioned in the
judgment, impose a sentence of imprisonment for aterm of less than two years and of fine of
less than five thousand rupees,

(¢) under sub-section (2) of section 33-1 is again convicted of an offence under that
sub-section , shall be punishable with imprisonment for a term which may extend to six
months and with fine which shall not be less than one thousand rupees.]

33K. Confiscation. -- Where any person has been convicted under this Chapter, the
stock of the Ayurvedic,'[Siddha] or Unani drug, in respect of which the contravention has
been made, shall be liable to confiscation.

33L. Application of provisions to Government departments.-- The provisions of this
Chapter except those contained in section 33K shall apply in relation to the manufacture for
sdle, sale or distribution of any Ayurvedic,'[Siddha] or Unani drug by any department of
Government as they apply in relation to the manufacture for sale, sale or distribution of such
drug by any other person.

33M. Cognizance of offences. —(1) No prosecution under this Chapter shall be
instituted except by an Inspector ‘[with the previous sanction of the authority specified under
sub-section (4) of section 33G.]

(2) No Court inferior to that of a [Metropolitan Magistrate] or of a ‘[Judicial
Magistrate] of thefirst class shall try an offence punishable under this Chapter.

33N. Power of Central Government to make rules. —(1) The Central Government may,
[ after consultation with, or on the recommendation of, the Board] and after previous
publication by notification in the Official Gazette, make rules for the purpose of giving effect
to the provisions of this Chapter:

Provided that consultation with the Board may be dispensed with if the Centra
Government is of opinion that circumstances have arisen which render it necessary to make
rules without such consultation, but in such a case, the Board shall be consulted within six
months of the making of the rules and the Central Government shall take into consideration

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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any suggestions which the Board may make in relation to the amendment of the said rules.

(2) Without prejudice to the generality of the foregoing power, such rules may-

(@) provide for the establishment of laboratories for testing and anaysing
Ayurvedic,'[Siddha] or Unani drugs;

(b) prescribe the qualification and duties of Government Anaysts and the
qualifications of Inspectors;

(c) prescribe the methods of test or analysis to be employed in determining whether
any Ayurvedic,)[Siddha] or Unani drug is labelled with the true list of the ingredients
which it is purported to contain;

(d) specify any substance as a poisonous substance;

(e) prescribe the forms of licences for the manufacture for sale of
Ayurvedic,'[Siddha] or Unani drugs,{and for sale of processed Ayurvedic, Siddha or
Unani drugs,] the form of application for such licences, the conditions subject to which
such licences may be issued, the authority empowered to issue the same and the fees
payable therefor; {and provide for the cancellation or suspension of such licences in any
case where any provision of this Chapter or rules made thereunder is contravened or any
of the conditions subject to which they are issued is not complied with;]

[(f) prescribe the conditions to be observed in the packing of Ayurvedic, Siddha
and Unani drugs including the use of packing material which comes into direct contact
with the drugs, regulate the mode of labelling packed drugs and prescribe the matters
which shall or shall not be included in such labels;]

(g) prescribe the conditions subject to which small quantities of Ayurvedic
[Siddha] or Unani drugs may be manufactured for the purpose of examination, test or
anaysis, and

(gg) prescribe under clause (d) of section 33EE the colour or colours which an
Ayurvedic, Siddha or Unani drug may bear or contain for purposes of colouring;

(gga) prescribe the standards for Ayurvedic, Siddha or Unani drugs under  section
33EEB;]

(h) any other matter which isto be or may be prescribed under this Chapter.

330. Power to amend First Schedule. —The Central Government, after consultation

with the Board and after giving, by notification in the Official Gazette, not less than three
months' notice of itsintention so to do, may, by alike notification, add to or otherwise amend
the First Schedule for the purposes of this Chapter and thereupon the said Schedule shall be
deemed to be amended accordingly.

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
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Y{CHAPTER YV

MISCELLANEOUS

2[333P.] Power to give directions. The Central Government may give such directions to
any State Government as may appear to the Central Government to be necessary for carrying
into execution in the State any of the provisions of this Act or of any rule or order made
thereunder.]

34. Offences by companies. (1) Where an offence under this Act has been committed by
a company, every person who at the time the offence was committed, was in charge of, and
was responsible to the company for the conduct of business of the company, as well as the
company shall be deemed to be guilty of the offence and shall be liable to be proceeded
against and punished accordingly:

Provided that nothing contained in this sub-section shall render any such person liable
to any punishment provided in this Act if he proves that the offence was committed without
his knowledge or that he exercised al due diligence to prevent the commission of such
offence.

(2) Notwithstanding anything contained in sub-section (1), where an offence under this
Act has been committed by a company and it is proved that the offence has been committed
with the consent or connivance of, or is attributable to any neglect on the part of, any director,
manager, secretary or other officer of the company, such director, manager, secretary or other
officer shall also be deemed to be guilty of that offence and shall be liable to be proceeded
against and punished accordingly:

Explanation. —For the purposes of this section--

(a) “company” means a body corporate, and includes a firm or other association
of individuals; and
(b) “director” in relation to afirm means a partner in the firm.

“I34A. Offences by Government departments. Where an offence under ChapterlV or
Chapter 1VA has been committed by any department of Government, such authority as is
specified by the Central Government to be in charge of manufacture, sale or distribution of
drugs or where no authority is specified, the head of the department, shall be deemed to be
guilty of the offence and shall be liable to be proceeded against and punished accordingly:

Provided that nothing contained in this section shall render any such authority or person
liable to any punishment provided in ChapterlV or Chapter 1VA, as the case may be, if such
authority or person proves that the offence was committed without its or his knowledge or
that such authority or person exercised all due diligence to prevent the commission of such
offence.]

Subs. by Act 11 of 1955, s. 16, for s. 34

%Ins. by act 35 of 1960, s. 11 (w.e.f. 16-3-1961).

%S, 33A re-numbered as s. 33P by Act 13 of 1964, s. 27 (w.e.f. 15-9-1964)
“Ins. by Act 13 of 1964, s. 28, (w.e.f. 15-9-1964)



[34AA. Penalty vexatious search or seizure. Any Inspector exercising powers under
this Act or the rules made thereunder, who,--

(a) without reasonable ground of suspicion searches any place, vehicle, vessel or
other conveyance; or

(b) vexatiously and unnecessarily searches any person; or

(c) vexatiously and unnecessarily seizes any drug or cosmetic, or any substance or
article, or any record, register, document or other material object; or

(d) commits, as such Inspector, any other act, to the injury of any person without
having reason to believe that such act is required for the execution of his duty, shall be
punishable with fine which may extend to one thousand rupees.]

35. Publication of sentences passed under this Act. (1) If any person is convicted of an
offence under this Act, [ the court before which the conviction takes place shall, on
application made to it by the Inspector, cause] the offender’s name, place of residence, the
offence of which he has been convicted and the penalty which has been inflicted upon him, to
be published at the expense of such person in such newspapers or in such other manner as the
Court may direct.

(2) The expenses of such publication shall be deemed to form part of the cost relating to
the conviction and shall be recoverable in the same manner as those costs are recoverable.

36. Magistrate’s power to impose enhanced penalties. — Notwithstanding anything
contained *  *  * ![the Code of Criminal Procedure, 1973]] it shall be lawful for any
[Metropolitan Magistrate or any Judicial Magistrate of the first class] to pass any sentence
authorized by this Act in excess of hispowersunder »* * * the said Code.

[36A. Certain offences to be tried summarily. —Notwithstanding anything contained
in the Code of Criminal Procedure, 1973, all offences under this Act, punishable with
imprisonment for a term not exceeding three years, other than an offence under clause (b) of
sub-section (1) of section 33I, shall be tried in a summary way by a Judicial Magistrate of the
first class specially empowered in this behalf by the State Government or by a Metropolitan
Magistrate and the provisions of section 262 t0265 (both inclusive) of the said Code shall, as
far as may be, apply to such trial:

Provided that, in the case of any conviction in a summary trial under this section, it
shall be lawful for the Magistrate to pass a sentence of imprisonment for a term not exceeding
one year:

Provided further that when at the commencement of, or in the course of, a summary
trial under this section, it appears to the Magistrate that the nature of the case is such that a
sentence of imprisonment for a term exceeding one year may have to be passed or that it is,
for any other reason, undesirable to try the case summarily, the Magistrate shall, after hearing
the parties, record an order to that effect and thereafter recall any witness who has been
examined and proceed to hear or rehear the case in the manner provided by the said Code.]

'Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)
*The words and figures “ section 32 of” omitted by Act13 of 1964. 29, (w.e.f.15-9-1964)
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37. Protection of action taken in good faith. —No suit, prosecution or other legal

proceeding shall lie against any person for anything which is in good faith done or intended
to be done under this Act.

1138. Rules to be laid before Parliament. —Every rule made under this Act shall be laid
as soon as may be after it is made before each House of Parliament whileit isin session for a
total period of thirty days which may be comprised in one session or in two or more
successive sessions, [and if, before the expiry of the session immediately following the
session or the successive sessions aforesaid], both Houses agree in making any modification
in the rule or both Houses agree that the rule should not be made, the rule shall thereafter
have effect only in such modified from or be of no effect, as the case may be, so however that
any such modification or annulment shall be without prejudice to the validity of anything
previously done under that rule.]

Y1ns. by .30, ibid (w.e.f. 15-9-1964)
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Y THE FIRST SCHEDULE]
[ See section 3(a)]

A. —AYURVEDIC AND *SIDDHA SYSTEMS

Serial No. Name of book
Ayurveda
1. Arogya Kalpadruma
2. Arka Prakasha
3. Arya Bhishak
4, Ashtanga Hridaya
5. Ashtanga Samgraha
6. Ayurveda Kalpadruma
7. Ayurveda Prakasha
8. Ayurveda Samgraha
0. Bhaishajya Ratnavali
10. Brihat Bhaishgya Ratnakara
11. Bhava Prakasha
12. Brihat Nighantu Ratnakara
13. Charaka Samihita
14. Chakra Datta
15. Gada Nigraha
16. Kupi Pakva Rasayana
17. Nighantu Ratnakara
18. Rasa Chandanshu
19. Rasa Rgja Sundara
20. Rasaratha Samuchaya
21. ¥[Rasatantra Sara VVa Siddha Prayoga Sangraha—Part 1]
22. Rasa Tarangini
23. Rasa Y oga Sagara
24, Rasa Y oga Ratnakara
25. Rasa Y oga Samgraha
26. Rasendra Sara Samgraha
27. Rasa Pradipika
28. Sahasrayoga
29. Sarvaroga Chikitsa Ratnam
30. Sarvayoga Chikitsa Ratnam
31 Sharangadhara Samhita
32. Siddha Bhaishgjya Manimala
33. Sidha Y oga Samgraha

'Subs. by Act 13 of 1964, s. 31, for the Schedule. First Schedule came into force w.e.f. 1-2-
1969 and the Second Schedule cameinto force w.e.f. 15-9-1964

2Amended as per Act 68 of 1982 (w.e.f. 01-02-1983)

3subs. by Notification No. G.SR. 658 (E) dated 31-08-94
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Seria No. Name of book

34. Sushruta Samhita
35. Vaidya Chintamani
36. Vaidyaka Shabda Sindu
37. Vaidyaka Chikitsa Sara
38. Vidya Jiwan
39. Vasava Rgjeeyam
40. Y oga Ratnakara
41. Yoga Tarangini
42. Y oga Chintamani
43. Kashyapasamhita
44, Bhelasamhita
45. Vishwanathachikitsa
46. Vrindachikitsa
47. Ayurvedachintamani
48. Abhinavachintamani
49, Ayurveda-Ratnakara
50. Y ogaratnasangraha
51. Rasamrita
52. Dravyagunanighantu
53. Rasamanijari
54, Banagasena

54A Ayurvedic Formulary of India (Part-1)

54B Ayurveda Sara Samgrahal

’BAC Ayurvedic Pharmacopoeia of India

Sddha

55 Siddha Vaidya Thirattu
56 Therayar MahaKarisal
57 Brahma Muni Karukkadai (300)
58 Bhogar (700)
59 Pulippani (500)
60 Agasthiyar Paripuranam (400)
61 Therayar Y amagam
62 Agasthiyar Chenduram (300)
63 Agasthiyar (1500)
64 Athmarakshamrutham
65 Agasthiyar Pin (80)
66 Agasshiyar Rathna Chrukkam
67 Therayar Karisal (300)
68 Veeramamuni Nasa Kandam
69 Agasthiyar (600)
70 Agasthiyar Kanma Soothiram
71 18 Siddar’s Chillarai Koval

YIns. by Notification No. G.S.R. 735 (E) dated 28" August 1987
2| nserted by Notification No. G.S.R. 423(E)dated 11™ june 2002
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72 Yog VathaKaviyam
73 Therayar Tharu
74 Agasthiyar Vaidya Kaviyam (1500)
75 Bala Vagadam
76 Chimittu Rathna (Rathna) Churukkam
77 Nagamuni (200)
78 Agasthiyar Chillarai Kovai
79 Chikicha Rathna Deepam
80 Agasthiyar Nayana Vidhi
81 Yugi Karisal (151)
82 Agasthiyar Vallathi (600)
83 Therayar Thaila Varkam
184 Siddha Formulary of India (Part 1]

B.—UNANI TIBB SYSTEM

]
QL
Z
o

Name of book

Karabadin Qadri
Karabadin Kabir
Karabadin Azam
I1g-ul-Amraz

Al Karabadin

Biaz Kabir Val. Il
Karabadin Jadid
Kithaf-ul-Taklis
Sanat-ul-Taklis

10 Mifta-ul-Khazain

11 Madan-ul-Aksir

12 Makhzan-ul-murabhat
13 National Formulary of Unani Medicine (Part 1)]

OCoOoO~NOOUIh~WNPE

*Ins. by Notification No. G.S.R. 735 (E) dated 28" August 1987
2Amendment as per Act 68 of 1982 (w.e.f. 01-02-1983)
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THE SECOND SCHEDULE
(See section & 8 and 16)

STANDARDSTO BE COMPLIED WITH BY IMPORTED DRUGSAND BY DRUGS
MANUFACTURED FOR SALE, VOLD, STOCKED OR EXHIBITED FOR SALE OR DISTRIBUTED

Class of drug Standard to be complied with
1 2
Patent or proprietary medicines other The formula of list of ingredients displayed

than Homoeopathic medicines)

2. ‘Substances commonly known as
vaccines, seratoxins, toxoids, antitoxins
and antigens and biological products of
such nature for human use or for
veterinary use.

* *

3.7

4.Substances (other than food) intended to
affect the structure or any function of
the human body or intended to be used
for the destruction or vermin or insect
which cause disease in human beings or
animals.

* *4-A. Homoeopathic Medicines:
(a) Drugs included in the Homoeopathic
Pharmacopacia of India

in the prescribed manner on the label of the
container and such other standards as may
be prescribed.

The standards maintained at the
International Laboratory for Biological
Standards, Stantans Serum  Institute,

Copenhagen and at the Central Veterinary
Laboratory, Weybridge Surrey, U.K., and
such other laboratories recognized by the
World Health Organization from time to
time, and such further standards of strength,
quality and purity, as may be prescribed.]

Such standards may be prescribed.

Standards of identity, purity and strength
specified in  the edition of the
Homoeopathic Pharmacopoeia of the India
for the time being and such other standards
as may be prescribed.

Y1ns. by Notification No. S.0. 887 ,dated 19™ March 1966, Gazette of India, Pt. 11, Sec. 3 (ii), p. 819
2gubs. by Notification No. G.S.R. 299(E) dated 23" April 1984

*Omitted by Notification No. G.S.R. 299(E) dated 23" April 1984

** Amended by Ministry of Health and Family Welfare Notification No. X-1101/3/77-D/M/S & PFA

dated 6™ June 1978



() Drugs not included in the
Homoeopathic ~ Pharmacopoeia  of
India, but which are included in the
Homoeopathic ~ Pharmacopoeia  of
United States of America or the United
Kingdom or the German Homoeopathic
Pharmacopoeia

(0 Drugs not included in the
Homoeopathic Pharmacopoeia of India
or the United States of America, or the
United Kingdom or the German
Homoeopathic Pharmacopoeia

'[5. Other drugs
(@ Drugs included in
Pharmacopoeia

the Indian

(b) Drugs not included in the Indian
Pharmacopoeia but not included in
the official Pharmacopoeia of any
other country.

50

Standards of identity, purity and strength
prescribed for the drug in the edition of
such Pharmacopoeia for the time being in
which they are given and such other
standards as may be prescribed.

The formula of list of ingredients displayed
in the prescribed manner on the label of the
container and such other standards as may
be prescribed by the Central Government.

Standards of identity, purity and strength
specified in the edition of the Indian
Pharmacopoeia for the time being in force
and such other standards as may be
prescribed.

In case the standards of identity, purity and
strength for drugs are not specified in the
edition of the Indian Pharmacopoeia for the
time being in force but are specified in the
edition of the Indian pharmacopoeia
immediately preceding, the standards of
identity, purity and strength shall be those
occurring in such immediately preceding
edition of the Indian Pharmacopoeia and
such other standards as may be prescribed.

Standards of identity, purity and strength
specified for drugs in the edition of such
official  Pharmacopoeia of any other
country for the time being in force and such
other standards as may be prescribed.

Subs. by Notification No. G.S.R. 885 dated 18-8-73, Gazette of India Pt. 1 S.3(i)
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In case the standards of identity, purity and
strength for drugs are not specified in the
edition of the official Pharmacopoeia for the
time being in force but are specified in the
edition immediately preceding, the standards
of identity, purity and strength shall be those
occurring in such immediately preceding
edition of the official Pharmacopoeia and
such other standards as may be prescribed.]
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THE DRUGS AND COSMETICS RULES,
1945
as corrected up to the 30" November, 2004
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DEPARTMENT OF HEALTH
NOTIFICATION

New Delhi, the 21% December 1945

No. F. 28-10/45-H (1). -In exercise of the powers conferred by Sections 6(2), [12, 33 and
33N] of the Drugs and Cosmetics Act, 1940 (XXI1I of 1940), the Central Government is pleased
to make the following Rules. —

RULES

PART I—PRELIMINARY

1. Short title, extent and commencement. —(1) These Rules may be called the Drugs and
Cosmetics Rules, 1945.
%(2) They extend to the whole of India.

2. Definitions—In these Rules, unless there is anything repugnant in the subject or context—
(a)“the Act” means the Drugs and Cosmetics Act, 1940 (XXIII of 1940) as amended

from time to time;
¥b)“Central Licence Approving Authority” means the Drugs Controller, India,
appointed by the Central Government.
(c)“Director” means the Director of the Central Drugs Laboratory;
(d) “From” means aform set forth in Schedule A;

“(dd)Homoeopathic medicines include any drug which is recorded in
Homoeopathicproving or therapeutic efficacy of which has been established
through long clinical experience as recorded in authoritative Homoeopathic
literature of India and abroad and which is prepared according to the techniques of
Homoeopathic pharmacy and covers combination of ingredients of such
Homoeopathic medicines but does not include a medicine which is administered by
parenteral route.

(e) “Laboratory” means the Central Drugs Laboratory;

'Amended by G.O.I. Notification No.G.S.R. 370(E) dated 07-04-1994

“Amended by G.O.I Notification No.G.S.R. 358 dated 15-3-1975 (Govt. of India Notification No. X
11011/3/72-D & MSdated 5-3-1975).

3Amended by G.O.I. Notification No. G.S.R. 923(E) dated 14-12-1992

“Added under Government of India Notification No. F. 1-59/ 68-D, dated 19" Nov. 1969.



54

Y (ea) “registered Homeopathic medical practitioner” means a person who is registered
in the Central Register or State Register of Homeopathy;]

“(ee) “Registered medical practitioner” means a person—

(Hholding a qualification granted by an authority specified or notified under
Section 3 of the Indian Medical Degrees Act, 1916 (7 of 1916), or specified In
the Schedules to the Indian Medical Council Act, 1956 (102 of 1956); or

(ii) registered or eligible for registration in amedical register of a State meant for the
registration of persons practicing the modern scientific system of medicine
%excluding the Homoeopathic system of medicine; or

(iii) registered in a medical register, other than a register for the registration of
Homoeopathic practitioner, of a State, who athough not falling within sub-
clause (i) or sub-clause (ii) declared by a general or special order made by the
State Government in this behalf as a person practicing the modern scientific
system of medicine for the purposes of this Act; or

(iv) registered or eligible for registration in the register of dentists for a State under
the Dentists Act, 1948 (16 of 1948); or

(v) who is engaged in the practice of veterinary medicine and who possesses
qualification approved by the State Government.

“(f)'retail sal€ means a sde [whether to a hospital, or dispensary, or a medical,
educational or research ingtitute or to any other person] other than a sale by way of
wholesale dealing;

>(g) ‘sale by way of wholesale dedling’ means sale to a person for the purpose of selling
again and includes sale to a hospital, dispensary, medical, educationa or research
institution.

'Insby G.O.I Notification No. G.S.R 680 (E) dated 5-12-1980

Added by Government of India, Notification No. F. 1-22 / 59-D, dated 9 th April, 1960.

3Amended by S. O. No. 2139 dated 12-8-1972 (Gowt. of India Notification No. X. 11014/12/72-D, dated
the 5 th June, 1972).

“Amended or added under Government of India Notification No. F. 1-3/51-DS., Dated 15 th October, 1954.
>Amended by G.O.I. Notification No. G.S.R 681 (E) dated 6-6-1988
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Y(h) “ Schedule” means a Schedule to these Rules,
%(i)State Government in relation to a Union Territory means the Administrator thereof.
()* Poisonous substance’ means a substance specified in Schedule E.

PART [I—THE CENTRAL DRUGS L ABORATORY

3. Functions.—t shall be the function of the Laboratory—

(i)to analyse or test such samples of drugs as may be sent to it under sub-section (2) of
Section 11, or under sub-section (4) of Section 25 of the Act;

(i)Z""

(iii) to carry out such other duties as may be entrusted to it by the Central Government
or, with the permission of the Central Government, by a State Government after
consultation with the Drugs Technical Advisory Board.

33A (1) The functions of the Laboratory in respect of the following drugs or classes of drugs

shall be carried out at the Central Research Institute, Kasauli, and the functions of the Director in
respect of the said drugs or classes of drugs shall be exercised by the Director of the said
Institute :—

(1) Sera

(2) Solution of serum proteins intended for injection

(3 Vaccines

(4) Toxins

(5) Antigens

(6) Anti-toxins

(7) Sterilized surgical ligature and sterilized surgical suture.

(8) Bacteriophages.

*Amended by Government of India Notification No. F.28-10/45-H (1), dated 31% March 1957.
2Amended or omitted by Government of India Notification No. F-1-16/57-D, dated 15" June, 1957.
3Amended by Government of India Notification No. F. 4-1/ 60-D, dated 15" May, 1961
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IProvided that the functions of the Director in respect of Oral Polio Vaccine shall be
exercised by the Deputy Director and Head of the Polio Vaccine Testing Laboratory in case of
Central Research Institute, Kasauli only.]

2[(1A) The functions of the Laboratory in respect of Oral Polio Vaccine shall be carried out
by the following Institutes and the functions of the Director in respect of the said drugs shall be
exercised by Director of the respective Institutes :--
(a)Pasteur Ingtitute of India, Coonoor.
(b) Enterovirus Research Centre (Indian Council of Medical Research), Haffkin Institute
Compound, Parel, Bombay-400012.]
3 (c) The National Institute of Biologicals, NOIDA ]

*(2) The functions of the Laboratory in respect of the following drugs or classes of drugs shall
be carried out at the Indian Veterinary Research Institute, |zathagar or Mukteshwar and the
functions of the Director in respect of the said drugs or classes of drugs shall be exercised by the
Director of either of the said institutes.

(1) Anti-serafor veterinary use.

(2) Vaccinesfor veterinary use.

(3) Toxoidsfor veterinary use.

(4) Diagnostic Antigens for veterinary use.

>(3) The functions of the laboratory in respect of condoms shall be carried out at the Central
Indian Pharmacopoeia Laboratory, Ghaziabad, and the functions of the Director in respect of the
said condoms shall be exercised by the Director of the said Laboratory.

®(4) The functions of the Laboratory in respect of the following drug shall be carried out at
the Laboratory of the Serologist and Chemical Examiner to the Government of India, Calcutta
and the functions of the Director in respect of the said drug shall be performed by the Serologist
and Chemical Examiner of the said Laboratory :—

VDRL Antigen.

! Ins. by G.O.l.Notification No. G.S.R.62(E) dt 15.02.1982 and amended by notification no.G.S.R.445(E)
dated 30-04-1992

2Added by Notification No.G.S.R. 445(E) dated 30-04-1992

3Amended by Notification No. G.S.R.249(E) dated 04-04-2002

“Amended by Govt. of India, Ministry of Hedlth, F P&W.H. & U.D. Notification No. F.-1-6/62-D, dated
the 2 nd July, 1969.

>Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification NO. X. 11014/12/72-D, dated
the 5th June, 1972).

® Sub rule (4) omitted and subrule (5) renumbered as (4) by G.O.I. by Notification No. G.S.R. 62(E) dated
15-02-1982



57

[(5) The function of the Laboratory in respect of Intra-Utrine Devices and falope Rings shall
be carried out at the Central Drug Testing Laboratory, Thane, Maharashtra and the functions of
the Director in respect of the said devices shall be exercised by the Director of the said
Laboratory.]

’[(6) The functions of the Laboratory in respect of human blood and human blood products
including components, to test for freedom of HIV antibodies, shal be carried out by the
following Institutes, Hospitals and the functions of the Director in respect of the above
mentioned products shall be exercised by the head of the respective Institutes, namely:--

(a) National Institutes of Communicable Disease, Department of Microbiology, Delhi.
(b) Nationa Institute of Virology, Pune
(c) Centre of Advanced Research in Virology, Christian Medical College, Vellorel]

3(7) The functions of the Laboratory in respect of Homoeopathy shall be carried out at the
Homoeopathy Pharmacopoeia Laboratory, Ghaziabad and the function of the director in respect
of the Homeopathic medicine shall be exercised by the Director of the laboratory.]

“[(8) The functions of the Laboratory in respect of Blood Grouping reagent and diagnostic kits
for Human Immunodeficiency Virus, Hepatitis B Surface Antigen and Hepatitis C Virus shall be
carried out at the National Institute of Biologicals, NOIDA and the functions of the Director in
respect of the said drugs shall be exercised by the Director of the said laboratory.]

4. Despatch of samples for test or analysis. — (1) Samples for test or analysis under sub-
section (4) of Section 25 of the Act shall be sent by registered post in a sealed packet, enclosed,
together with a memorandum in Form 1, in an outer cover addressed to the Director.

(2)The packet as well as the outer cover, shall be marked with a distinguishing number.

(3)A copy of the memorandum in Form 1 and a specimen impression of the seal used to seal
the packet shall be sent separately by registered post to the Director.

5. Recording of condition of seals. —On receipt of the packet, it shall be opened by an officer
authorized in writing in that behalf by the Director who shall record the condition of the seal on
the packet.

Ins by G.O.I. Notification GSR No. 865 (E) dt 25.10.1990 and subs. by G.O.I. Notification No. G.S.R
242(E) dated 18-03-1998

?Ins. By G.O.I. Natification No. G.S.R 16(E) dated 10-01-1990
®Ins. by G.O.l. Notification No. G.S.R 246(E) dated 1-5-1991

41ns. by G.O.l. Notification G.S.R. N0.249(E) dated 04.04.2001
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6. Report of result of test or analysis. — After test or analysis the result of the test or analysis,
together with full protocols of the tests applied, shall be supplied forthwith to the sender in Form
2.

7. Fees.—The feesfor test and analysis shall be those specified in Schedule B.

8. Sgnature of certificates. — Certificates issued under these Rules by the Laboratory shall be
signed by the Director or by an officer authorized by the Central Government by notification in
the official Gazette to sign such certificates.

'PART 111 (Rules 9 to 20)
PART IV —IMPORT?[AND REGISTERATION]

21. In this Part—
4[(a)“import licence’ means a licence in Form 10 to import drugs ** * *; excluding
those specified in Schedule X, or a licence in Form 10-A to inport drugs
specified in Schedule X.]

(b)“licensing authority” means the authority appointed by the Central Government to
perform the duties of the licensing authority under these Rules and includes any
person to whom the powers of a licensing authority may be delegated under Rule
22,

(c)“licence for examination, test or analysis’ means a licence in Form 11 to import
small quantities of drugs the import of which is otherwise prohibited, for the
purpose of examination, test or anaysis.

2[(d) “manufacturer” includes a manufacturer of drugs, who may be a Company or a
unit or a body corporate or any other establishment in a country other than India,
having its drug manufacturing facilities duly approved by the National Regulatory

Authority of that country, and who aso has a free sale approval of the drugs
approved by the said authority in the concerned country, and /or in other major
countries:

(e)”Registration Certificate” means a certificate issued under rule 27A by the
licensing authority in Form 41 for registration of the premises and the drugs
manufactured by the manufacturer meant for import into and use in India]

22.The licensing authority may with the approval of the Central Government by an order in
writing delegate the power to sign licences and [ Registration Certificate and] such other powers
as may be specified in the order to any other person under his control.

'Omitted by Government of India Notification No. F. 1-16/57-D, dated 15 th June, 1957.
% Ins. by G.O.l. Notification No. G.S.R 604(E) dated 24-08-2001

*Omitted by G.O.l. Notification No. G.S.R 604(E) dated 24-08-2001

* Subs. By Govt of India Notification no.462 (E) dt.22.06.1982
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[23.Import licences— An import licence in Form 10 shall be required for the import of “drugs,
excluding those specified in Schedule X, and an import licence in Form 10 A shall be required
for the import of drugs specified in Schedule X.]

2[24 Form and manner of application for import licence. — (1) An application for an import
licence shall be made to the licensing authority in Form 8 for drugs excluding those specified in
Schedule X, and in Form 8-A for drugs specified in Schedule X, either by manufacturer himself
having a valid wholesale licence for sale or distribution of drugs under these rules, or by the
manufacturer’s agent in India either having avalid licence under the rules to the manufacture for
sale of a drug or having a valid wholesale licence for sale or distribution of drugs under these
rules, and shall be accompanied by a licence fee of one hundred rupees for a single drug and an
additional fee at the rate of one thousand rupees for each additional drug and by an undertaking
in Form 9 duly signed by or on behalf of the manufacturer:

Provided that in the case of any subsequent application made by the same importer for import
licence for drugs manufactured by the same manufacturer, the fee to accompany each such
application shall be one hundred rupees for each drug.

(2) Any application for import licence in Form 8 or Form 8A, as the case may be, shall be
accompanied by a copy of Registration Certificate issued in Form 41 under rule 27-A:

Provided that in case of emergencies the licensing authority may, with the approva of the
Central Government, issue an import licence in Form 10 or 10-A, as the case may be, without the
issuance of Registration Certificate under rule 27-A, for reasons to be recorded in writing.”

(3) A fee of two hundred and fifty rupees shall be paid for a duplicate copy of the licence
issued under thisrule, if the original is defaced, damaged or lost.

24-A. Form and manner of application for Registration Certificate. — (1) An application for
issue of a Registration Certificate shall be made to the licensing authority in Form 40, either by
the manufacturer himself, having a valid whole sale licence for sale or distribution of drugs
under these rules, or by his authorized agent in India, either having avalid licence under the rules
to manufacture for sale of a drug or having a valid whole sale licence for sale or distribution of
drugs under these rules, and shall be accompanied by the fee specified in sub-rule (3) and the
informations and undertakings specified in Schedules D-1 and D-11 duly signed by or on behalf
of the manufacturer.

"Subs. By G.O.I. Notification No. G.S.R 462(E) dated 22-06-1982
2Amended by Notification No. G.S.R 604(E) dated 24-08-2001
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(2) The authorization by the manufacturer of his agent in India shall be documented by a
power of attorney executed and authenticated either in India before aFirst Class Magistrate, or in
the country of origin before such an equivalent authority, the certificate of which is attested by
the Indian Embassy of the said country, and the original of the same shall be furnished aong
with the application for Registration Certificate.

(3 (i) A fee of one thousand and five hundred US dollars shall be paid aongwith the
application in Form 40 as registration fee for his premises meant for manufacturing of drugs
intended for import into and use in India

(ii) A fee of one thousand US dollars shall be paid along with the application in Form 40 for
the registration of a single drug meant for import into and use in India and an additional fee at
the rate of one thousand US dollars for each additional drug.

Provided that in the case of any subsequent application for registration of additional drugs by
the same manufacturer, the fee to accompany shall be one thousand US dollars for each drug.

(4)The fees shall be paid through a Challan in the Bank of Baroda, Kasturba Gandhi Marg,
New Delhi-110001 or any other branch or branches of Bank of Baroda, or any other bank, as
notified, from time to time, by the Central Government, to be credited under the Head of
Account “0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines’:

Provided that in the case of any direct payment of fees by a manufacturer in the country of
origin, the fees shall be paid through Electronic Clearance System (ECS) from any bank in the
country of origin to the Bank of Baroda, Kasturba Gandhi Marg, New Delhi, through the
Electronic Code of the bank in the Head of Account “0210-Medical and Public Health, 04-
Public Health, 104- Fee and Fines’, and the original receipt of the said transfer shall be treated as
an equivaent to the bank challan, subject to the approval by the Bank of Baroda that they have
received the payment.”

(5) The applicant shall be liable for the payment of a fee of five thousand US dollars for
expenditure as may be required for inspection or visit of the manufacturing premises or drugs, by
the licensing authority or by any other persons to whom powers have been delegated in this
behalf by the licensing authority under rule 22:

(6) The applicant shall be liable for the payment of testing fees directly to a testing |aboratory
approved by the Central Government in India or abroad, as may be required for examination,
tests and analysis of drug.

(7) A fee of three hundred US dollars shall be paid for a duplicate copy of the Registration
Certificate, if the original is defaced, damaged or |ost.

(8) No Registration Certificate shall be required under these rules in respect of an inactive
bulk substance to be used for a drug formulation with or without pharmacopoeal conformity.]
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25.Licences for import of drugs manufactured by one manufacturer—
(1) A single application may be made, and a single licence may be issued, in respect of the
import of more than one drug or class of drugs manufactured by the same manufacturer:

1Provided that the drugs or classes of drugs are manufactured at one factory or more than one
factory functioning conjointly as a single manufacturing unit;

Provided further that if a single manufacturer has two or more factories situated in different
places manufacturing the same or different drugs a separate licence shall be required in respect
of the drugs manufactured by each such factory.

(2)2* * %

325A.Condition to be satisfied before a licence in Form 10 or Form 10-A is granted.—
(2) A licence in Form 10 or in Form 10-A shall be granted by the licensing authority having
regard to--

(i) the premises, where the imported substances will be stocked are equipped with  proper
storage accommodation for preserving the properties of the drugs to which the licence applies;
and

(i) the occupation, trade or business ordinarily carried out by the applicant;

Provided that the licensing authority may refuse to grant alicence in Form 10-A in respect of
any applicant where heis satisfied,--

(a) that the applicant has not complied with the provisions of the Act or these rules or
(b) that by reasons of—
‘() his conviction under the Act or these rules or the Narcotic Drugs and
Psychotropic Substances Act, 1985 (61 of 1985) or the rules made thereunder.]

(i) previous suspension or cancellation of the licence granted to him;
heis not afit person to whom licence shall be granted.

(2)Any person who is aggrieved by the order passed by the licensing authority under this
rule may, within thirty days of the receipt of the order, appeal to the Central Government and the
Central Government may after such enquiry in to the matter as it considers necessary and after
giving the appellant an opportunity for making a representation in the matter, make such orders
in relation thereto asit thinks fit.

*Added under Government of India Notification No. F. 1-19/48-D, dated 27 th October, 1949.
2Added or omitted under Government of India Notification No.F. 1-16/57-D, dated 15" June, 1957.
3Subs. by G.O.I. Notification No. G.S.R 462(E) dated 22-06-1982

*Subs. by G.0.I. Notification No. G.S.R 604(E) dated 24-08-2001
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[25B. Registration Certificate for import of drugs manufactured by one manufacturer:--(1)
A single application may be made, and a single Registration Certificate in Form 41 may be
issued in respect of the import of more than one drug or class of drugs, manufactured by the
same manufacturer:

Provided that the drug or classes of drugs, are manufactured at one factory or more than one
factory functioning conjointly as a single manufacturing unit:

Provided further that if a single manufacturer has two or more factories situated in different
places manufacturing the same or different drugs, separate Registration Certificates shall be
required in respect of the drugs manufactured by each such factory.]

26. Conditions of import licence. —An import licence shall be subject to the following
conditions:
(i) the manufacturer shal at all times observe the undertaking given by him or on his
behalf in Form 9;

(ii) thelicensee shall alow any Inspector authorized by thelicensing authority in that
behalf to enter with or without notice any premises where the imported substance is
stocked, to inspect the means, if any, employed for testing the substance and to take
samples,

(iii) the licensee shall on request furnish to the licensing authority from every batch of
each substance or from such batch or batches as the licensing authority may from
time to time specify a sample of such amount as the licensing authority may
consider adequate for any examination required to be made, and the licensee shall, if
so required, furnish full protocols of the tests, if any, which have been applied.

(iv) if the licensing authority so directs the licensee shall not sell or offer for sale any
batch in respect of which a sample is or protocols are furnished under the last
preceding subrule until a certificate authorizing the sale of the batch has been issued
to him by or on behalf of the licensing authority;

(v) the licensee shall, on being informed by the licensing authority that any part of any
batch of the substance has been found by the licensing authority not to conform with
the standards of strength, quality and purity prescribed by Chapter 111 of the Act, or
the Rules thereunder and on being directed so to do withdraw the remainder of that
batch from sale and, so far as may in the particular circumstances of the case be
practicable, recall the issues already made from that batch;

1Ins. by G.O.l. Notification G.S.R.No.604(E) dated 24.08.2001
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(vi) the licensee shall maintain a record of al sales by him of substances for the import
of which a licence is required, showing particulars of the substance and of the
person to whom sold and such further particulars, if any, as the licensing authority
may specify and such record shall be open to the inspection of any Inspector
authorised in that behalf by the licensing authority;

' Provided that in respect of the sale or distribution of drugs specifiedin  Schedule
X, the licensee shal maintain separate record or register showing the following
particulars, namely;

1. Name of the Drug,

2. Batch number,

3. Name and address of the manufacturer,

4. Date of transaction,

5. Opening stock on the business day,

6. Quantity of drug received, if any, and the source from which received,

7. Name of the purchaser, his address and licence number,

8. Balance quantity of drug at the end of the business day,

9. Signature of the person under whose supervision the drugs have been supplied]

(vii)the licensee shall comply with such further requirements, if any, applicable to the
holders of import licenses, as may be specified in any Rules, subsequently made
under Chapter 111 of the Act and of which the licensing authority has given to him
not less than four months' notice.

27.Grant of import licence. —On receipt of an application for an import licence in the form
and manner prescribed in Rule 24, the licensing authority shall, on being satisfied that, if
granted, the conditions of the licence will be observed, issue an import licence in Form 10 “[or
From 10-A, as the case may be.]

2[27-A Grant of Registration Certificate:- (1) On receipt of an application for Registration
Certificate in the Form and manner specified inrule 24-A, the licensing authority shall, on being
satisfied, that, if granted, the conditions of the Registration Certificate will be observed, issue a
Registration Certificate in Form 41:

Provided further that if the application is complete in all respects and informations specified
in Schedules D-1 and D-11 are in order, the licensing authority shall, within nine months from
the date of receipt of an application, issue such Registration Certificate, and in exceptional
circumstances and for reasons to be recorded in writing, the Registration Certificate may be
issued within such extended period, not exceeding three months as the licensing authority, may
deem fit.

! Amended by Notification No. G.S.R 462(E) dated 22-06-1982
%Inserted by Notification No. G.S.R 604(E) dated 24-08-2001
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(2) If the applicant does not receive the Registration Certificate within the period as specified
in the proviso to sub rule (1), he may appeal to the Central Government and the Central
Government may after such enquiry into the matter, as it considers necessary, may pass such
ordersin relation thereto asit thinksfit.]

128. Duration of import licence. —A licence unless, it is sooner suspended or cancelled, shall
be valid {[for a period of three years from the date of its issue]

Provided that if application for a fresh licence is made three months before the expiry of the
existing licence the current licence shall be deemed to continue in force until orders are passed
on the application.

328-A. Duration of Registration Certificate. - A Registration Certificate, unless, it is sooner
suspended or cancelled, shall be valid for a period of three years from the date of its issue:

Provided that if the application for a fresh Registration Certificate is made nine months
before the expiry of the existing certificate, the current Registration Certificate shall be deemed
to continue in force until orders are passed on the application.

29. Suspension and cancellation of import licence.— If the manufacturer or licensee fails to
comply with any of the conditions of an import licence, the licensing authority may after giving
the manufacturer or licensee an opportunity to show cause why such an order should not be
passed, by an order in writing stating the reasons therefore, suspend or cancel it for such period
asit thinksfit, either wholly or in respect of some of the substances to which it relates:

“[Provided that a person who is aggrieved by the order passed by the licensing authority
under this rule may, within thirty days of the receipt of the order, appeal to the Central
Government, and the Central Government may, after such enquiry into the matter, asit considers
necessary and after giving the said appellant an opportunity for representing his views, pass such
ordersin relation thereto asit thinksfit.]

¥29-A. Suspension and cancellation of Registration Certificate. —If the manufacturer failsto
comply with any of the conditions of the Registration Certificate, the licensing authority may
after giving him an opportunity to show cause why such an order should not be passed, by an
order in writing stating the reasons therefore, suspend or cancel the Registration Certificate for
such period as it thinks fit either wholly or in respect of some of the substances to which it
relates:

! Amended by Government of India Notification No. F. 1-10/62-D, dated 19th April, 1964.
“Amended by G.O.I. Notification No. G.S.R 604(E) dated 24-08-2001
3Inserted by G.O.I. Notification No. G.S.R 604(E) dated 24-08-2001
*Subs. by G.O.I.Natification No. G.S.R 604(E) dated 24-08-2001
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Provided that a person, who is aggrieved by the order passed by the licensing authority under
this rule may, within thirty days of the receipt of the order, appea to the Central Government,
and the Central Government may, after such enquiry into the matter as it considers necessary and
after giving the appellant an opportunity for representing his views in the matter, pass such
ordersin relation thereto asit thinksfit.]

30. Prohibition of import after expiry of potency. —No biologica or other special product
specified in Schedule C or C (1) shall be imported after the date shown on the label, wrapper or
container of the drug as the date up to which the drug may be expected to retain a potency not
less than, or not to acquire atoxicity greater than, that required, or as the case may be, permitted
by the prescribed test.

1* * * * *

30AA.Import of New Homoeopathic medicine: —

(1) No new Homoeopathic medicine shall be imported except under and in accordance with
the permission in writing of the Licensing Authority.

(2) The importer of a New Homoeopathic medicine when applying for permission shall
produce before the Licensing Authority such documentary and other evidence as may be
required by the Licensing Authority for assessing the therapeutic efficacy of the medicine
including the minimum provings carried out with it.

2l Explanation. —For the purpose of this rule, ‘ New Homoeopathic Medicine means—

(i) a Homoeopathic medicine which is not specified in the Homoeopathic
Pharmacopoeia of India or United States of America or of the United Kingdom or the
German Homoeopathic Pharmacopoeia; or

(i) which is not recognized in authoritative Homoeopathic literature as efficacious under
the conditions recommended; or

(iii)a combination of Homoeopathic medicines containing one or more medicines which
are not specified in any of the Pharmacopoeias referred to in clause (i) as
Homoeopathic medicines and also not recognized in authoritative Homoeopathic
literature as efficacious under the conditions recommended. ]

%30-B. Prohibition of import of certain drugs. — No drug, the manufacture, sae or
distribution of which is prohibited in the country of origin, shall be imported under the same
name or under any other name except for the purpose of examination, test or analysis.

! Section 30A omitted by G.O.1. Notification No. G.S.R. 944 (E) dated 21-09-1998.
“Amended as per G.O.I. Notification No. G.S.R. 680(E) dated 5-12-1980
*Amended under Government of India Notification No. F. 1-454" January, 1951
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131. Standard for certain imported drugs. —No drug shall be imported unless it complies
with the standard of strength, quality and purity, if any, and the test prescribed in the rules shall
be applicable for determining whether any such imported drug complies with the said standard:

Provided that the drugs intended for veterinary use, the standards of strength, quality and
purity, if any, shall be those that are specified in Schedule F (1) and the test prescribed in that
Schedule shall be applicable for determining whether any such imported drug complies with the
said standards and where no standards are specified in Schedule F(1) for any veterinary drug, the
standards for such drug shall be those specified in the current edition, for the time being in force,
of the British Pharmacopoeia V eterinary:

Provided further that the licensing authority shall not allow the import of any drug having
less than sixty percent residual shelf-life period as on the date of import:

Provided also that in exceptional cases the licensing authority may, for reasons to be recorded
in writing, may allow, the import of any drug having lesser shelf-life period, but before the date
of expiry as declared on the container of the drug.]

232 Packing and labeling of imported drugs. —No drug shall be imported unlessit is packed
and labeled in conformity with the rules in Parts IX and X ** * * and further conform to the
standards laid down in Part X11 provided that in the case of drugs intended for veterinary use, the
packing and labeling shall conform to the rulesin Parts IX and X and Schedule F(1).

“32-A Packing and Labelling of Homoeopathic medicine.--No Homoeopathic medicine shall
be imported unlessit is packed and labeled in conformity with the rules in Part IX-A

33. Import of drugs for examination, test or analysis— Small quantities of drugs the
import of which is otherwise prohibited under Section 10 of the Act may be imported for the
purpose of examination, test or analysis subject to the following conditions.—

a) No drug shall be imported for such purpose except under alicencein form 11;

b) the licensee shall use the substances imported under the licence exclusively for
purposes of examination, test or analysis and shall carry on such examination, test or
analysisin the place specified in the licence, or in such other places asthe licensing
authority may from time to time authorize;

'Substituted as per G.O.I. Notification No.G.S.R. 604 (E) dated 24-08-2001

“Amended by Govt. of India, Ministry of Health, F. P. & W. H. & U. D. Notification No. F. 1-6/62-D.
dated 2-7-1969.

30Omitted under G.O.I. Notification No. G.S.R.663(E) dated 3-7-1992

“Amended by S. O. No. 2139 dated 12-8-1972 (Govt of India Notification No. X. 11014/12/72-D, dated the
5" June, 1972).
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c) the licensee shall allow any Inspector authorized by the licensing authority in this
behalf to enter, with or without prior notice, the premises where the substances are
kept, and to inspect the premises, and investigate the manner in which the substance
are being used and to take samples thereof;

d) the licensee shall keep arecord of, and shall report to the licensing authority, the
substances imported under the licence, together with the quantities imported, the date
of importation and the name of the manufacturer;

e) the licensee shall comply with such further requirements, if any applicable to the
holders of licences for examination, test or analysis as may be specified in any rules
subsequently made under Chapter 111 of the Act and of which the licensing authority
has given to him not less than one month’s notice.

133-A Import of drugs by a Government Hospital or Autonomous Medical Institution for the
treatment of patient.—Small quantities of new drug, as defined in rule 122-E, the import of
which is otherwise prohibited under this section 10 of the Act, may be imported for treatment of
patients suffering from life threatening diseases, or diseases causing serious permanent disability,
or such disease requiring therapies for unmet medical needs, by a Medical Officer of a
Government Hospital or an Autonomous Medical Ingtitution providing tertiary care, duly
certified by the Medical Superintendent of the Government Hospital, or Head of the Autonomous
Medical Institution, subject to the following conditions, namely:-

(@) no new drug shall be imported for the said purpose except under a licence in Form
11-A, and the said drug has been approved for marketing in the country of origin;

(b) the licence shall use the substances or drugs imported under the licence exclusively
for the purpose of treatment of patients suffering from life threatening diseases, or
diseases causing serious permanent disability, or such diseases requiring therapies for
unmet medical needs, under the supervision of its own Medical Officers at the place,
specified in the licence or at such other places, as the licensing authority, may from
time to time authorize;

(c) the licencee shall allow an Inspector authorised by the licensing authority in this
behalf to enter, with or without prior notice, the premises where the substances or
drugs are stocked, and to inspect the premises and relevant records and investigate
the manner in which the substances or drugs are being used and to take, if
necessary, samples thereof ;

(d) the licencee shall keep arecord of, and shall submit the said report half yearly to the
licensing authority, the substances or drugs imported under the licence, together with
the quantities imported and issued to the patients, the date of importation, the name
of the manufacturer, the name and address of the patient for whom the drug is
prescribed and the name of disease;

'Inserted by G.O.I.Notification No. G.S.R 604(E) dated 24-08-2001
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(e) the licencee shall comply with such other requirements, if any, applicable to the
holders of import licences for import of new drugs for treatment of patients by
Government Hospitals, as may be specified from time to time in any rule
subsequently made under Chapter 111 of the Act and of which the licensing
authority has given to him not less than one month’s notice;

(Nthe drug shall be stocked under proper storage conditions and shall be dispensed
under the supervision of aregistered pharmacist;

(g) the quantity of any single drug so imported shall not exceed 100 average dosages
per patient:

Provided that the licensing authority may, in exceptional circumstances, sanction the import
of drug alarge quantity.]

34. Application for licence for examination, test or analysis—(1) An application for a
licence for examination, test or analysis shall be made in Form 12 and shal be made or
countersigned by the head of the institution in which, or by a proprietor or director or the
company or firm by which the examination, test or analysis will be conducted.

(2)The licensing authority may require such further particulars to be supplied as he may
consider necessary.

(3) Every application in Form 12 shall be accompanied by afee of one hundred rupees for a
single drug and an additional fee of fifty rupees or each additional drug.

(4) The fees shall be paid through a challan in the Bank of Baroda, Kasturba Gandhi Marg,
New Delhi-110001 or any other branch or branches of Bank of Baroda, or any other Bank, as
notified, from time to time, by the Central Government, to be credited under the Head of
Account 0210-Medical and Public Health, 04- Public Health, 104- Fees and Fines.]

’[34-A. Application for licence to import small quantities of new drugs by a Government
Hospital or Autonomous Medical Institution for the treatment of patients.—(1) An application
for an import licence for small quantities of a new drug, as defined in rule 122-E for the purpose
of treatment of patients suffering from life threatening diseases, or diseases causing serious
permanent disability, or such diseases requiring therapies for unmet medical needs, shall be
made in Form 12-AA, by aMedical Officer of the Government Hospital or Autonomous Medical
Institution, which shall be certified by the Medical Superintendent of the Government Hospital
or Head of the Autonomous Medical Institution, as the case may be.

substituted by Notification No. G.S.R 604(E) dated 24-08-2001
2 Inserted by G.O.I.Notification No. G.S.R 604(E) dated 24-08-2001
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(2) The licensing authority may require such further particulars to be supplied, as he may
consider necessary.

(3) Every application in Form 12-AA shall be accompanied by a fee of one hundred rupees
for asingle drug and an additional fee of fifty rupees for each additional drug.

(4) The fees shall be paid through a challan in the Bank of Baroda, Kasturba Gandhi Marg,
New Delhi-110001 or any other branch or branches of Bank of Baroda, or any other Bank, as
notified, from time to time, by the Central Government, to be credited under the Head of
Account 0210- Medical and Public Health, 04- Public Health, 104- Fees and Fine.]

35. Cancellation of licence for examination, test or analysis—(1) A licence for examination,
test or analysis may be cancelled by the licensing authority for breach of any of the conditions
subject to which the licence was issued.

(2) A licensee whose licence has been cancelled may appeal to the Central Government
within three nonths of the date of the order

[35A. Cancellation of licence for import of small quantities of new drugs.--(1) A licence for
import of small quantities of a new drug, defined in rulel22-E, for the purpose of the treatment
of patients suffering from life threating diseases, or diseases causing serious permanent
disability, or such diseases requiring therapies for unmet medical needs, by a Government
Hospital or an Autonomous Medical Institution may be cancelled by the licensing authority for
breach of any of the conditions subject to which the licence was issued or for contravention of
any of the provisions of the Act and rules made thereunder.

(2) A licencee whose licence has been cancelled may appea to the Central Government
within three months from the date of the receipt of the order, and the Central Government may
after such enquiry into the matter, as it considers necessary and after giving the appellant an
opportunity for representing his views, may pass such ordersin relation thereto, asit thinksfit.]

36. Import of drugs for personal use— Small quantities of drugs, the import of which is
otherwise prohibited under Section 10 of the Act, may be imported for personal use subject to
the following conditions. —

(i) the drugs shall form part of a passenger’s bona fide baggage and shall be the
property of, and be intended for, the exclusive personal use of the passenger;
(i) the drugs shall be declared to the Customs authorities if they so direct;
(iii) the quantity of any single drug so inported shall not exceed one hundred average
doses:

'Inserted by G.O.I.Notification No. G.S.R 604(E) dated 24-08-2001
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Provided that the licensing authority may in an exceptional case in any individual case
sanction the import of alarge quantity:

Provided further that any drug, imported for personal use but not forming part of bona fide
personal baggage, may be allowed to be imported subject to the following conditions, namely:--

()the licensing authority, on an application made to it in Form 12-A is satisfied that the
drug isfor bona fide personal use;

(if)the quantity to be imported is reasonable in the opinion of the licensing authority and
is covered by prescription from aregistered medical practitioner ; and

(iii) the licensing authority grants a permit in respect of the said drug in Form 12-B.

237. Packing of patent or proprietary medicine. —Patent or proprietary medicines shall be
imported in containers intended for retail sale.

3Provided that such medicines may be imported in bulk containers by any person who holds a
licence to manufacture, if such person has obtained permission in writing to import such
medicines from the licensing authority at least three months prior to the date of import and the
imports are made within a period of twelve months from the date of issue of such permission.

38. Satement to accompany imported drugs. — All consignments of drugs sought to be
imported shall be accompanied by an invoice or other statement showing the name and address
of the manufacturer and the name and quantities of the drugs.

39. Documents to be supplied to the Customs Collector. —Before drugs for the import of
which a licence is not required are imported a declaration signed by or on behaf of the
manufacturer or by or on behalf of the importer that the drugs comply with the provisions of
Chapter 111 of the Drugs and Cosmetics Act, 1940 and the Rules thereunder shall be supplied to
the Customs Collector.

*40. Procedure for the import of drugs.—(1) If the Customs Collector has reason to doubt
whether any drugs comply with the provisions of Chapter |11 of the Act and Rules thereunder he
may, and if requested by an officer appointed for this purpose by the Central Government shall,
take samples of any drugs in the consignment and forward them to the Director of the laboratory
appointed for this purpose by the Centra Government and may detain the drugs in the
consignment of which samples have been taken until the report of the Director of the said
laboratory or any other officer empowered by him on this behalf, subject to the approval of the
Central Government, on such samplesisreceived :

! Amended under Government of India Notification No.F-1-36/54-D.S.,dated 3" March, 1955.
2Amended under Government of India Notification No.F-1-3/51-D.S.,dated 15" October,1954
*Amended under Government of India Notification No.F-1-45/58-D, dated 4" January,1961
“Amended by the Government of India Notification No. F. 1-99/52-D.S., dated 3rd November, 1953
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Provided that if the importer gives an undertaking in writing not to dispose of the drugs
without the consent of the Customs Collector and to return the consignment or such portion
thereof as may be required, the Customs Collector shall make over the consignment to the
importer.

(2) If an importer who has given an undertaking under the proviso to sub-rule (1) is required
by the Customs Collector to return the consignment or any portion thereof he shall return the
consignment or portion thereof within ten days of receipt of the notice.

141. (1) I the Director of the laboratory appointed for the purpose by the Central Government
or any other officer empowered by him on this behalf, subject to the approval of the Central
Government, reports to the Customs Collector that the samples of any drug in a consignment are
not of standard quality, or that the drug contravenes in any other respect the provisions of
Chapter 111 of the Act or the Rules thereunder and that the contravention is such that it cannot be
remedied by the importer, the Customs Collector shall communicate the report forthwith to the
importer who shall, within two months of his receiving the communication either export al the
drugs of that description in the consignment, to the country in which they were manufactured or
forfeit them to the Central Government which shall cause them to be destroyed :

Provided that the importer may within fifteen days of receipt of the report make a
representation against the report to the Customs Collector, and the Customs Collector shall
forward the representation with a further sample to the licensing authority, who after obtaining, if
necessary, the report of the Director of the Central Drugs Laboratory, shall pass orders thereon
which shall be final.

%(2) If the Director of the laboratory appointed for the purpose by the Central Government or
any other officer empowered by him on this behalf, subject to the approval of the Central
Government reports to the Customs Collector that the samples of any drug contravene in any
respect the provisions of Chapter |11 of the Act or the Rules thereunder and that the contravention
Is such that it can be remedied by the importer, the Customs Collector shall communicate the
report forthwith to the importer and permit him to import the drug on his giving an undertaking
in writing not to dispose of the drug without the permission of the officer authorized in this
behalf by the Central Government.

42l3~k**

! Amended by Government of India Notification No. F. 7-7/47-D, dated 5th January, 1954
*Added under Government of India Notification No. 7-11/47-D, dated 5th October, 1951.
*Omitted by Government of India Notification No. F. 1-9/52-DS., dated 3rd November, 1953
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43. The drugs specified in Schedule D shall be exempt from the provisions of Chapter 111 of
the Act and of the Rules made thereunder to the extent, and subject to the conditions specified in
that Schedule.

143A. No drug shall be imported into India except through one of the following places,
namely: —

Freozepore Cantonment and Anritsar Railway Stations

In respect of drugs imported by rail across the frontier with Pakistan.

Ranaghat, Bongaon and Mohiassan Railways Stations:
In respect of drugsimported by rail across the frontier with Bangladesh

IRaxaul: In respect of drugs imported by road and railway lines connecting Raxaul in India
and Birganj in Nepal]

¥ Chennai, Kolkata, Mumbai and Cochin, Nhava Sheva and Kandla]:
In respect of drugsimported by seainto India
“IChennai, Kolkata, Mumbai, Delhi, Ahemdabad and Hyderabad)]:
In respect of drugsimported by seainto India
°43-B.Drugs, consignments of which are in transit through India to foreign countries and
which shall not be sold or distributed in India shall be exempted from the requirements of
Chapter 111 of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the rules made thereunder.
Provided that if the Government of the countries to which the drugs are consigned regulate

their import by the grant of import licences, the importer shall at the time of import into India,
produce such import licences.

! Subs. by G.O.1. Notification No. G.S.R 478(E) dated 6™ August, 1981
?Ins. by G.O.I.Natification No. G.S.R 120(E) dated 05-03-1998
3Amended by Notification No. G.S.R 504(E) dated 18-07-2002
(Also, theword Calcutta substituted with aword ‘Kolkata' as per this notification).
“Amended by Notification No. G.S.R 647(E) dated 28-10-1998
®Added under Government of India Notification No. E. 1-60/D, dated 19th March, 1964.
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PART V—l[GOVERNMENT ANALYSTS, INSPECTORS, LICENCING AUTHORITIES AND
CONTROLLING AUTHORITIES]

244. Qualifications of Government Analyst. — A person appointed as a Government Analyst
under the Act shall be a person who—

(a) is a graduate in medicine or science or pharmacy or pharmaceutica chemistry of a
“[University established in India by law or has an equivalent qualification recognized
by the Central Government for such purpose] and has had not less than five years
post-graduate experience in the testing of drugs in a laboratory under control o (i) a
Government Anayst appointed under the Act, or (ii) the head of an Ingtitution or
testing laboratory approved for the purpose by the appointing authority, [ or has
completed training on testing of drugs, including items stated in Schedule C, in
Central Drugs Laboratory], or

(b) possesses a post-graduate degree in medicine or science or pharmacy or
Pharmaceutical  chemistry of a “[University established in India by law or has an
equivalent qualification recognized by the Central Government for such purpose]or
possesses the Associateship Diploma of the Institution of Chemists (India) obtained
by passing the said examination with “Analysis of Drugs and Pharmaceuticals as one
of the subjects and has had after obtaining the said post-graduate degree or diploma
not less than three years experience in the testing of drugs in a laboratory under the
control of (i) a Government Analyst appointed under the Act, or (ii) the head of an
Institution or testing laboratory approved for the purpose by the appointing authority
¥or has completed training on testing of drugs, including items stated in Schedule C,
in Central Drugs Laboratory];

Provided that-

3[(i) for purpose of examination of itemsin Schedule C, --

(ia) the persons appointed under clause (a) or (b) and having degree in Medicine,
Physiology, Pharmacology, Microbiology, Pharmacy should have experience
or training in testing of said items in an institution or laboratory approved by
the appointing authority for a period of not less than six months;

(ib) the person appointed under clause(a) or (b) but not having degree in the above
subjects should have experience or training in testing of said Schedule C drugs
for aperiod of not less than three yearsin an institution or laboratory approved
by the appointing authority or have completed two years training on testing of
drugs including items stated in Schedule C in Central Drugs L aboratory;]

! Subs. by G.O.I. Natification No. G.S.R 443(E) dated 12-04-1989

2Amended by G.S.R. No. 1427 dated 22-10-77 (Govt. of India Notification No. X. 11013/2/76-D & MS
dated the 10th October, 1977)

®Ins. by G.O.I. Notification No. G.S.R 697(E) dated 26-10-1995

*Subss. by G.O.I. Notification No. G.S.R.71(E) dated30.01.1987
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(i) for aperiod of four years from the date on which Chapter 1V of the Act takes effect in
the States, persons whose training and experience are regarded by the appointing
authority as affording, subject to such further training, if any, as may be considered
necessary, a reasonable guarantee of adequate knowledge and competence, may be
appointed as Government Analysts. The persons so appointed may, if the appointing
authority so desires, continue in service after the expiry of the said period of four
years:

(iif) no person who is engaged directly or indirectly in any trade or business connected
with the manufacture of drugs shall be appointed as a Government Analyst for any
area:

Provided further that for the purpose of examination of Anti-sera, Toxoid and Vaccines and
Diagnostic Antigens for Veterinary use, the person appointed shall be a person who is a graduate
in Veterinary Science, or general science, or medicine or pharmacy and has had not less than five
years experience in the standardization of biological products or person holding a post-graduate
degree in Veterinary Science, or general science, or medicine or pharmacy or pharmaceutical
chemistry with an experience of not less than three years in the standardization of biological
products :

Provided also that persons, already appointed as Government Analysts may continue to
remain in service, if the appointing authority so desires, notwithstanding the fact that they do not
fulfil the qualifications aslaid down in clause (a), clause (b) or the preceding proviso.

45. Duties of Government Analysts. _ (1) The Government Anayst shall cause to be
analysed or tested such samples or drugs *and cosmetics as may be sent to him by Inspectors or
other persons under the provisions of Chapter 1V of the Act and shall furnish reports of the
results of test or analysis in accordance with these Rules.

(2)A Government Analyst shall from time to time forward to the Government reports giving
the result of analytical work and research with a view to their publication at the discretion of
Government.

46. Procedure on receipt of sample.— On receipt of a package from an Inspector containing a
sample for test or analysis, the Government Analyst shall compare the seals on the packet Zor on
portion of sample or container] with the specimen impression received separately and shall note
the condition of the seals on the ?[packet or on portion of sample or container]. After the test or
analysis has been completed, he shall forthwith supply to the Inspector a report in triplicate in
Form 13 of the result of the test or analysis, together with full protocols of the tests or analysis

applied:

'Ins. by G.O.I. Notification No. S.0. 2139 dt 12.8.1972
% Ins./ Subs. by G.O.I. Notification No. GSR 59(E) dt 7.2.1995.
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*Explanation.—It shall be deemed to be full and sufficient compliance with the requirement
of the rule in respect of the supply of “protocols of the tests or analysis applied”, if—

(2) for pharmacopoeial drug, where the tests or methods of analysis prescribed in the
officia pharmacopoeia are followed, references to the specific tests or analysis in the
pharmacopoeias are given in the report;

(2)for patent or proprietary medicines for which the tests and methods prescribed in any
of the official pharmacopoeias are applicable and are followed, references to the
specific tests or analysis in the pharmacopoeias are given in the report;

(3)for patent or proprietary medicines containing pharmacopoeia drugs for which the
official tests or analysis or methods of assays are modified and applied, a description
of the actual tests or, as the case may be, analysis or methods of assays so applied is
given in the report;

(4) for patent or proprietary medicines for which no pharmacopoeia tests or methods of
analysis are available or can be applied but for which tests or methods of analysis
given in standard books or journals are followed, a description of such tests or methods
of analysis applied together with the reference to the relevant books or journals from
which the tests or methods of analysis have been adopted, is given in the report;

(5) for those drugs for which methods of test are not available and have been evolved by
the Government Analyst, a description of tests applied is given in the report.

47. Report of result of test or analysis.— An application from a purchaser for test or analysis
of a drug under Section 26 of the Act shall be made in Form 14 A and the report of test or
analysis of the drug made on such application shall be supplied to the applicant in Form 14-B.

48. Fees.— The fees to be paid by a person submitting to the Government Analyst under
Section 26 of the Act for test or analysis of a drug purchased by him shall be those specified in
Schedule B.

2[49. Qualifications of Inspectors. —A person who is appointed an Inspector under the Act
shall be a person who has a degree in Pharmacy or Pharmaceutical Sciences or Medicine with
specialisation in clinical Pharmacology or Microbiology from a University established in India
by law:

Provided that only those Inspectors: --

!Ins. under Government of India Notification No. F. 1-60/61-D, dated 12th July, 1962.
2substituted by G.O.1. Natification No. G.S.R 658(E) dated 19-10-1993
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(1) Who have not less than 18 months' experience in the manufacture of atleast one of the
substances specified in Schedule C, or

(i) Who have not less than 18 months experience in testing of atleast one of the
substances in Schedule C in a Laboratory approved for this purpose by the licensing
authority, or

(iii) Who have gained experiences of not less than three years in the inspection of firms
manufacturing any of the substances specified in Schedule C during the tenure of their
services as Drugs Inspector; shall be authorised to inspect the manufacture of the
substances mentioned in Schedule C.]

I Provided further that the requirement as to the academic qualification shall not apply to the
persons appointed as Inspectors on or before the 18™ day of October, 1993

’[ 49A. Qualification of a Licensing Authority.—

No person shall be qualified to be a Licensing Authority under the Act unless:--

(i) he is a graduate in Pharmacy on Pharmaceutical Chemistry or in Medicine with
specidization in clinical pharmacology or microbiology from a University established
in Indiaby law; and

(ii) he has experience in the manufacture or testing of drugs or enforcement of the
provisions of the Act for aminimum period of five years:]

¥ Provided that the requirements as to the academic qualification shall not apply to those
inspectors and the Government Analysts who were holding those positions on the 12" day of
April,1989.

“50.Controlling authority—(1) All Inspectors appointed by the Central Government shall be
under the control of an officer appointed in this behalf by the Central government.

(2) All Inspectors appointed by the State Governmert shall be under the control of an
officer appointed in this behalf by the State Government.

(3) For the purposes of these rules an officer appointed by the Central Government under
sub-rule (1), or as the case may be, an officer appointed by the State Government
under sub-rule (2), shall be a controlling authority.

YIns. by G.O.l. by Notification No. G.S.R 552(E) dated 04-12-1996
%|ns. by G.O.I. Notification No. GSR 443(E) dt 12.4.1989.

% Sub. By G.O.I. Natification No. GSR 532 (E) dt 14.8.1991.

* Amended by G.O.l. Notification No. S.0. 2139 dt 12.8.1972.
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50A. Qualification of a Controlling Authority.—

(1) No person shall be qualified to be a controlling Authority under the Act unless.--

(i) he is a graduate in Pharmacy or Pharmaceutical Chemistry or in Medicine with
specidization in clinica Pharmacology or microbiology from a University
established in India by law and

(iil)he has experience in the manufacture or testing of drugs or enforcement of the
provisions of the Act for aminimum period of five years:

’[Provided that the requirements as to the academic qualifications shall not apply to those
Inspectors and the Government Analysts who were holding those positions on the 12" day of
April, 1989.]

51. Duties of Inspectors of premises licensed for sale— Subject to the instructions of the
controlling authority, it shall be duty of an Inspector authorized to inspect premises licensed for
the sale of drugs—

(1) to inspect ¥[not less than once a year] al establishments licensed for the sale of
drugs within the area assigned to him;

(2) tosatisfy himself that the conditions of the licences are being observed;

(3) to procure and send for test or analysis, if necessary, imported packages which he
has reason to suspect contain drugs being sold or stocked or exhibited for sale in
contravention of the provisions of the Act or Rules thereunder;

(4) toinvestigate any complaint in writing which may be made to him;

(5) toinstitute prosecutionsin respect of breaches of the Act and Rules thereunder;

(6) to maintain a record of all inspections made and action taken by him in the
performance of his duties, including the taking of samples and the seizure of

stocks, and to submit copies of such record to the controlling authority;

(7) to make such enquiries and inspections as may be necessary to detect the sale of
drugs in contravention to the Act;

ns. by G.O.I.Natification No. G.S.R 443(E) dated 12-04-1989
Subs. by Notification No. G.S.R 532(E) dated 14-8-1991
3Subs. by G.O.I. Notification GSR 700 (E) dt 28.9.2001.
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(8) when so authorized by the State Government, to detain imported packages which
he has reason to suspect contain drugs, the import of which is prohibited.

52.Duties of Inspectors specially authorized to inspect the manufacture of [drugs or
cosmetics.— Subject to the instructions of the controlling authority it shall be the duty of an
Inspector authorized to inspect the manufacture of drugs—

(1) toinspect [not less than once a year], all premises licensed for manufacture of
Ydrugs or cosmetics] within the area allotted to him to satisfy himself that the
conditions of the licence and provisions of the Act and Rules thereunder are being
observed,

(2) in the case of establishments licensed to manufacture products specified in
Schedule C and C(1) to inspect the plant and the process of manufacture, the
means employed for standardizing and testing the ?[drugs or cosmetics], the
methods and place of storage, the technical qualifications of the staff employed
and all details of location, construction and administration of the establishment
likely to affect the potency or purity of the product;

(3) to send forthwith the controlling authority after each inspection a detailed report
indicating the conditions of the licence and provisions of the Act and Rules
thereunder which are being observed and the conditions and provisions, if any,
which are not being observed.

(4) to take samples of the Y[drugs or cosmetics] manufactured on the premises and
send them for test or analysis in accordance with these Rules;

(5) toinstitute prosecutions in respect of breaches of the Act and Rules thereunder.

53. Prohibition of disclosure of information— Except for the purposes of official business or
when required by a Court of Law, an Inspector shall not, without the sanction in writing of his
official superior, disclose to any person any information acquired by him in the course of his
official duties.

54. Form of order not to dispose of stock.-- An order in writing by an Inspector under clause
(c) of Section 22 of the Act requiring a person not to dispose of any stock in his possession shall
bein Form 15.

!Amended by G.O.I. Natification No. G.S.R 504(E) dated 18-07-2002
“Amended by G.O.I. Natification No. G.S.R 700(E) dated 28-9-2001
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154-A.Prohibition of sale— No person in possession of a ?drug or cosmetic] in respect of
which an Inspector has made an order under clause (c) of sub-section (i) of Section 22 of the Act
shall in contravention of that order sell or otherwise dispose of any stock of such “[drug or
cosmetic].

355. Forms of receipts for seized drug, cosmetic, record register, document or any other
material object.-- A receipt by an Inspector for the stock of any drug or cosmetic or for any
record, register, document or any other material object seized by him under clause (c) or clause
(cc) of sub-section (1) of Section 22 of the Act shall be in Form 16.

4[55A . Manner of certifying copies of seized documents—The Drugs Inspector shall return
the documents , seized by him under clause (cc) or produced before him under clause (cca), of
sub-section (1) of section 22 of the Act, within a period of twenty days of the date of such
seizure or production, to the person from whom they have seized or, as the case may be, the
person who produced them, after copies thereof extracts therefrom have been singed by the
concerned Drug Inspector and the person from whom they have seized , or, as the case may be,
who produced such records.]

56.Form of intimation of purpose of taking samples.—When an Inspector takes a sample of a
drug for the purpose of test or analysis, he shall intimate such purpose in writing in Form 17 to
the person from whom he takes it.

°[56A . Form or receipt for samples of drugs where fair price tendered is refused—\Where
the fair price, for the samples of drugs taken for the purpose of test or analysis, tendered under
sub-section (1) of section 23 has been refused, the Inspector shall tender a receipt therefor to the
person from whom the said samples have been taken as specified in Form 17-A;]

57. Procedure for dispatch of sample to Government Analyst.—(1) The portion of sample or
the container sent by an Inspector to the Government Analyst for test or anaysis under sub-
section (4) of Section 23 of the Act shall be sent by registered post or by hand in a sealed packet,
enclosed together with a memorandum in Form 18, in an outer cover addressed to the
Government Analyst.

(2)A copy of the memorandum and a specimen impression of the seal used to seal the packet
shall be sent to the Government Analyst separately by registered post or by hand.

!Added under G.O.I. Natification No. F. 1-19/59-D, dated 13 th June, 1961.

*Amended by G.O.I. Natification No. G.S.R 850(E) dated 07-12-1994

3Amended by GSR No. 926 dated 16-7-1977 (Govt. of India Notification No. X. 11014/6/76-D & MS dated
24-6-1977).

*Inserted by G.O.1. Notification No. G.S.R 89(E) dated 16-2-1981

®Inserted by G.O.I. Notification No. G.S.R 292(E) dated 29-5-1997
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158. Confiscation of drugs, implements, machinery etc—

1) Where any person has been convicted for contravening any of the provisions of
Chapter 1V of the Act or any rule made thereunder, the stock of the drug in
respect of which the contravention has been made shall be liable to confiscation.

2) Where any person has been convicted for the manufacture of any drug deemed
to be misbranded under clause (a), clause (b), clause (c), clause (d), clause (f) or
clause (g) of section 17 of the Act, or adulterated drug under section 17 B of the
Act, or for manufacture for sale, or stocking or exhibiting for sale or distribution
of any drug without a valid licence as required under clause (c) of section 18 of
the Act, any implements or machinery used in such manufacture, sale or
distribution and any receptacle, packages, or coverings in which such drug is
contained and the animals, vehicles, vessels or other conveyances used in
carrying such drug shall aso be liable to confiscation.

°58-A. Procedure for disposal of confiscated drugs—(1) The Court shall refer the
confiscated drugs to the Inspector concerned for report as to whether they are of standard quality
or contravene the provisions of the Act or the Rulesin any respect.

(2) If the Inspector, on the basis of Government Analyst’s report finds the confiscated drugs
to be not of standard quality or to contravene any of the provisions of the Act or the Rules made
thereunder, he shall report to the Court accordingly. The Court shal thereupon order the
destruction of the drugs. The destruction shall take place under the supervision of the Inspector
in the presence of such authority, if any, as may be specified by the Court.

(3) If the Inspector finds that the confiscated drugs are of standard quality and do not
contravene the provisions of the Act or the Rules made thereunder, he shall report to the Court
accordingly. [The Court may then order the Inspector to give the stocks of confiscated drugs to
hospital or dispensary maintained or supported by the Government or by Charitable Institution.]

'Amended by S. O. No. 289, dated 3-2-1973 ( G.O.I. Notification No. X. 11014/17/72—D, dated the 20th
December, 1972).

Added under G.O.I. No. F. 1-9/62-D, dated 2nd Dec. 1964.

3 Subs. by G.O.I. Notification No. GSR 59(E) dt 7.2.1995.
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PART VI — SALE OF DRUGS OTHER THAN HOMOEOPATHIC

MEDICINES

59. (1) The State Government shall appoint Licensing Authorities for the purpose of this Part
for such areas as may be specified.

(2) Applications for the grant or renewal of alicence {[to sell, stock, exhibit or offer for sale
or distribute] drugs, other than those included in Schedule X, [shall be made in Form 19
accompanied by afee of rupees one thousand and five hundred or Form 19-A. accompanied by a
fee of rupees five hundred, as the case may be, or in the case of drugs included in Schedule X
shal be made in Form 19-C accompanied by a fee of rupees five hundred, to the licensing
authority:]

Provided that in the case of an itinerant vendor or an applicant who desires to establish a shop
in a village or town having population of 5,000 or less, the application in Form 19-A shall be
accompanied by afee of rupeesten .

(3)[A fee of rupees one hundred and fifty] shall be paid for a duplicate copy of alicence “[to
sell, stock, exhibit or offer for sale or distribute] drugs, other than those included in Schedule X,
or for alicence /[ to sell, stock, exhibit or offer for sale or distribute] drugs, included in Schedule
X, if the origiral is defaced, damaged or |ost;

Provided that in the case of itinerant vendor or an applicant who desires to established a shop
in avillage or town having a population of 5,000 or less, the fee for a duplicate copy of alicence
if the original is defaced, damaged or lost, shall be rupees two.

(4) Application for renewal of alicence “[to sell, stock, exhibit or offer for sale or distribute]
drugs, after its expiry but within six months of such expiry *[shall be accompanied by a fee of
rupees one thousand and five hundred plus an additional fee at the rate of rupees five hundred
per month or part thereof in Form 19, rupees five hundred plus an additional fee at the rate of
rupees two hundred fifty per month or part thereof in Form 19-A and rupees five hundred plus an
additional fee at the rate of rupees two hundred and fifty per month or part thereof in Form 19-
C]

Provided that in the case of an itinerant vendor or an applicant desiring to open a shop in a
village or town having a population of 5,000 or less the application for such renewal shall be

'Substituded by G.O.I. Natification No. G.S.R 462(E) dated 22-6-1982
2Amended by G.O.1. Notification No. G.S.R 778(E) dated 10-10-1985
*Amended by G.O.1. Notification No. G.S.R 601(E) dated 24-08-2001
* Subs. by G.O.I. Notification No. GSR 778(E) dt 10.1.1985.
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accompanied by a fee of rupees ten, plus an additional fee at the rate of rupees eight per month
or part thereof ]

160. A licensing authority may with the approval of the State Government by an order in
writing delegate the power to sign licences and such other powers as may be specified in the
order to any other person under his control.

2[61. Forms of licences to sell drugs. — (1) alicence 7 to sell, stock, exhibit or offer for sale
or distribute] drugs other than those specified in Schedule C, C (1) and X and by retail on
restricted licence or by wholesale, shall be issued in Form 20, Form 20-A or Form 20 -B, as the
case may be:

Provided that alicence in Form 20-A shall be valid for only such drugs as are specified in the
licence.

(2) A licence J[to sell, stock, exhibit or offer for sale or distribute] drugs specified in
Schedule C and C (1) excluding those specified in Schedule X, by retail on restricted licence or
by wholesale shall be issued in Form 21, Form 21-A or Form 21-B, as the case may be.

“[Provided that alicence in Form 21-A shall not be granted for drugs specified in Schedule C
and shall be valid for only such Schedule C (1) drugs as are specified in the licence.]

(3)A licence J[to sell, stock, exhibit or offer for sale or distribute] drugs specified in Schedule
X by retail or by wholesale shall be issued in Form 20-F or Form 20-G as the case may be.]

62. Sale at more than one place— If drugs are sold or stocked for sale at more than one place,
separate application shall be made, and a separate licence shall be issued, in respect of each such
place:

*Provided that this shall not apply to itinerant vendors who have no specified place of
business and who will be licensed to conduct business in a particular area within the jurisdiction
of the licensing authority

!Amended by G.O.I. No. F. 1-16/57-D, dated 15th June, 1957

2Subs by G.O.I.Notification No. G.S.R 462(E) dated 22-6-1982

3Amended by G.O.I. Notification No. G.S.R 788(E) dated 10-10-1985

“Substituded by G.O.I.Natification No. G.S.R 487(E) dated 2-7-1984

®Added under Government of India Notification No. F. 10-21/49-D, dated 10th March, 1953
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162A. Restricted licences in Forms 20-A and 21-A — (a) Restricted licences in Forms 20-A
and 21-A shall be issued subject to the discretion of the Licensing Authority, to dealers or
persons in respect of drugs whose sale does not require the supervision of a qualified person.

(b)Licences to itinerant vendors shall be issued only in exceptional circumstances for bona
fide traveling agents of firms dealing in drugs or for a vendor who purchaeses drugs from a
licensed dealer for distribution in sparsely populated rural areas where other channels of
distribution of drugs are not available.

(c)The licensing authority may issue a licence in Form 21-A to atravelling agent of a firm
but to no other class of itinerant vendors for the specific purpose of distribution to medical
practitioners or dealers, samples of biological and other specia products specified in Schedule C:

Provided that traveling agents of licensed manufacturers, agents, of such manufacturers and
importers of drugs shall be exempted from taking out licence for the free distribution of samples
of medicines among members of the medical profession, hospitals, dispensaries and the medical
institution or research institutions.

?62-B.Conditions to be satisfied before a licence in Form 20-A or Form 21-A is granted. —
(2) A licence in Form 20-A or Form 21-A shall not be granted to any person, unless the authority
empowered to grant the licence is satisfied that the premises in respect of which the licence isto
be granted are adequate and equipped with proper storage accommodation for preserving the
properties of drugs to which the licence applies:

Provided that this condition shall not apply in the case of licence granted itinerant verdors.

(2)In granting a licence under Rule 62-A the authority empowered to grant it shall have
regard to .—

() the number of licences granted in the locality during one year immediately preceding;
and

(i) the occupation, trade or business carried on by such applicant :

!Added under Government of India Notification No. F. 10-21/49-D, dated 10th March, 1953.
2 Added under Government of India Notification No. F. 1-9/60-D, dated 3rd July, 1961.
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Provided that the licensing authority may refuse to grant or renew a licence to any applicant
or licensee in respect of whom it is satisfied that by reason of his conviction of an offence under
the Act or these Rules or the previous cancellation or suspension of any licence granted
thereunder, he is not afit person to whom a licence should be granted under this Rule.

(3) Any person who is aggrieved by the order passed by the licensing authority in sub-rule (1)
may, within 30 days from the date of the receipt of such order appea to the State Government
and the State Government may, after such enquiry into the matter as it considers necessary and
after giving the appellant an opportunity for representing his views in the matter make such order
in relation thereto as it thinks fit.

162C. Application for licence to sell drugs by wholesale or to distribute the same from a
motor vehicle: —

(DApplication for the grant or renewal of alicence to sell by wholesale or to distribute from
a motor vehicle shall be made to the Licensing Authority in Form 19-AA and shall be
accompanied by “[afee of rupees five hundred]:

Provided that if the applicant applies for the renewal of a licence after its expiry but within
six months of such expiry , the fee payable for renewal of such licence shall be {rupees five
hundred plus an additional fee at the rate of rupees two hundred and fifty per month or part
thereof].

(2) A fee of qrupees one hundred fifty] shall be paid for a duplicate copy of a licence issued
under thisrule, if the original is defaced, damaged or |ost.

162D.Form of licences to sell drugs by wholesale or distribute drugs from a motor vehicles.—

A licence shall be issued for sale by wholesale or for distribution from a motor vehicle of
drugs aher than those specified in Schedule and Schedule C(1) in Form 20BB and of drugs
specified in Schedule C and Schedule C(1) in Form 21BB :

Provided that such alicence shall not be required in a case where a public carrier or a hired
vehicleis used for transportation or distribution of drug.

%63.Duration of licence— An original licence or a renewed licence to sell drugs, unless
sooner suspended or cancelled, shall be ?valid for a period of five years on and from the date on
which] it is granted or renewed :

'Added by G.O.I. Notification No. X11013/7/76—DGHS dated the 25th January 1979.
2Amended by G.O.1. Notification No. G.S.R 601(E) dated 24-08-2001
3Amended by G.O.I. Notification No. F. 1-10/62-D, dated 10th April, 1964.
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Provided that if the application for renewal of licence in force is made before its expiry or
if the application is made within six months of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application. The licence shall
be deemed to have expired if application for its renewal is not made within six months after its

expiry.

%63A..Certificate of renewal of a sale licence.— The certificate of renewal of asale licencein
Forms 20, 20-A, 20-B,*[20-F, 20-G], 21, 21-A and 21-B shall be issued in Form 21-C.

463B. Certificate of renewal of licence— A certificate of renewal of alicence in Form 20BB
or Form 21BB shall beissued in Form 21-CC.;

>64.Conditions to be satisfied before a licence in Forn[20, 20-B, 20-F,20-G 21 or 21-B] is
granted .—(1)A licence in Form 3[20, 20-B, 20-F,20-G, 21 or 21-B] 9[to sell, stock, exhibit or
offer for sale or distribute]drugs shall not be [granted or renewed] to any person unless the
authority empowered to grant the licence is satisfied that the premise in respect of which the
licence is to be ‘[granted or renewed] are adequate, equipped with proper storage
accommodation for preserving the properties of the drugs to which the licence applies and are in
charge of a person competent in the opinion of the licensing authority to supervise and control
the sale, distribution and preservation of drugs:

Provided that in the case of a pharmacy a licence in Form 20 or 21 shall not be “[granted or
renewed] unless the licensing authority is satisfied that the requirements prescribed for a
pharmacy in Schedule N have been complied with.

¥ Provided further that licence in Form 20-F shall be ‘[granted or renewed] only to a
pharmacy and in areas where a pharmacy is not operating, such licence may be ‘[granted or
renewed] to a chemist and druggist]

Explanation.— For the purpose of this rule the term ‘Pharmacy’ shall be held to mean to
include every store or shop or other place : (1) where drugs are dispensed, that is, measured or
weighed or mode up and supplied : or (2), where prescriptions are compounded; or (3) where
drugs are prepared; or (4) which has upon it or displayed within it, or affixed to or used in
connection with it, a sign bearing the word or words “Pharmacy”, “Pharmacist,” “Dispensing
Chemist” or “Pharmaceutical Chemist”; or (5) which, by sign, symbol or indication within or.

'Amended by S. O. No. 2139, dated 12th August, 1972 (Govt. of India Notification No. X. 11014/12/72-D,
dated the 5th June, 1972).

Added under Government of India Notification No. F. 1-10/62-D, dated 10th April, 1964.

3Inserted by Notification No. G.S.R 462(E) dated 22-6-1982

“*Added by Govt. of IndiaNotification No. X11013/7/76—DGHS dated the 25th January 1979.

>Amended by Government of India Notification No. F. 1-16/57-D, dated 15th June 1957 and No. F. 1-19/59-
D, dated 13th June, 1961

®Amended by G.O.I. Natification No. G.S.R 778(E) dated 10-10-1985

"Amended by G.O.I. Notification No. G.S.R 681(E) dated 6-6-1988
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upon it gives the impression that the operations mentioned at (1), (2) and (3) are carried out in
the premises; or (6) which is advertised in terms referred to in (4) above

(2)In granting a licence under sub-rule (1) the authority empowered to grant it shall have
regard—

Y(i)to the average number of licences granted during the period of 3 years immediately
preceding, and

(ii)to the occupation, trade or business ordinarily carried on by such applicant during the
period aforesaid :

Provided that the licensing authority may refuse to grant or renew a licence to any applicant
or licensee in respect of whom it is satisfied that by reason of his conviction of an offence under
the Act or these Rules, or the previous cancellation or suspension of any licence granted
thereunder, he is not a fit person to whom a licence should be granted under this rule. Every
such order shall be communicated to the licensee as soon as possible.

2l Provided further that in respect of an application for the grant of alicence in form 20-B or
form 21-B or both, the licensing authority shall satisfy himself that the premises in respect of
which awholesale licence isto be granted are:--

(1) of an area of not less than ten square meters; and]

3(ii) in the charge of a competent person, who—
(a) isaRegistered Pharmacist, or,
(b) has passed the matriculation examination or its equivalent examination from a
recognised Board with the four years experience in dealing with sale of drugs, or;
(c) holds a degree of arecognised University with one year's experience in dealing
with drugs]
“[Provided also that, --

() in respect of an application for the grant of alicence in Form 20 or Form 21 or both,
the licensing authority shall satisfy itself that J[the premises are of an area] of not less
than 10 square meters, and

(it) in respect of an application for the grant of alicence--

(A)In Form 20 or Form 21 or both, and

(B)In Form 20 B or Form 21B or both,
the licensing authority shall satisfy itself that the premises are of an area not less
than 15 square meter;

! Amended by Government of India Notification No. F. 1-19/59-D, dated 13th June, 1961
% Ins. by G.O.I. Notification No. G.S.R 681(E) dated 5-12-1980

3Amended by G.O.1. Natification No. G.S.R 351(E) dated 26-4-2000

*Ins. by G.O.I.Notification No. G.S.R 91(E) dated 25-2-1997

*Amended by Corrigendum G.S.R. 121 (E) dated 5-3-1998
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Provided also that the provisions of the preceding proviso shall not apply to the premises for
which licences have been issued by the licensing authority before the commencement of the
Drugs and Cosmetic (1st Amendment) Rules, 1997]

®(3) Any person who is aggrieved by the order passed by the licensing authority in sub-rule
(1) may, within 30 days from the date of receipt of such order, appeal to the State Government
and the State Government may, after such enquiry into the matter as it considers necessary and
after giving the appellant an opportunity for representing his views in the matter, make such an
order in relation thereto as it thinks fit.]

65. Condition of licences. — Licencesin [Form 20, 20-A, 20-B, 20-F, 20-C, 21, and 21-B]
shall be subject to the conditions stated therein and to the following general conditions—

(1) Any drug shall, if compounded or made on the licensee’s premises be compounded or
made under the direct and persona supervision of a {[registered Pharmecist]

(2)The supply, otherwise than by way of wholesale dealing, [* * *] of any drug supplied on
the prescription of a Registered Medical Practitioner shall be effected only by or under the
personal supervision of a qregistered Pharmacist].

%3) (1) Thesupply of any drug Y{other than those specified in Schedule X] on a prescription
of a Registered Medical Practitioner shall be recorded at the time of supply in a prescription
register specially maintained for the purpose and the serial number of the entry in the register
shall be entered on the prescription. The following particulars shall be entered in the register: -

(@) seria number of the entry,

(b) the date of supply,
(c) the name and address of the prescriber,

>(d) the name and address of the patient, or the name and address of the owner of
the animal if the drug supplied is for veterinary use.

(e) the name of the drug or preparation and the quantity or in the case of a
medicine made up by the licensee, the ingredients and quantities thereof,

(f) in the case of a drug specified in Y[Schedule C or Schedule H] the name of the
manufacturer of the drug, its batch number and the date of expiry of potency,
if any,

(9) the signature of the [registered Pharmacist] by or under whose supervision the
medicine was made up or supplied.

!Subs. by G.O.I. Natification No. G.S.R 462(E) dated 22-6-1982

subs. by G.O.I.Notification No. G.S.R 676(E) dated 06-09-1994

30Omitted by G.O.I.Notification No. G.S.R 462(E) dated 22-6-1982

“Amended by S. O. No. 2139, dated 12-8-1972 (Govt. of India Notification No. X. 11014/12/72-D, dated
the 5th June, 1972.)

*Amended by GSR No. 926 dated 16-7-1977, (Govt. of India Notification No. X. 11014/6/76-D & M.S.
dated 24-6-77).

sAmended by G.O.1. Notification No. F.1-9/60-D dated 3" July,1961.
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Provided that in the case of drugs which are not compounded in the premises and which are
supplied from or in the original containers, the particul ars specified in items (a) to (g) above may
be entered in a cash or credit memo book, serially numbered and specially maintained for this
purpose:

Provided further that if the medicine is supplied on a prescription on which the medicine has
been supplied on a previous occasion and entries made in the prescription register, it shall be
sufficient if the new entry in the register includes a serial number, the date of supply, the quantity
supplied and a sufficient reference to an entry in the register recording the dispensing of the
medicine on the previous occasion.

Provided further that it shall not be necessary to record the above details in the register or in
the cash or credit memo particularsin respect of: —

(i) any drugs supplied against prescription under the Employees State Insurance
Scheme if al the above particulars are given in that prescription, and

(i) any drug other than that specified in ‘[Schedule C or Schedule H] if it is supplied
in the original unopened container of the manufacturer and if the prescription is
duly stamped at the time of supply with the name of the supplier and the date on
which the supply was made and on condition that the provisions of sub rule (4)
(3) of thisrule are complied with.

(2) The option to maintain a prescription register or a cash or credit memo book in respect of
drugs and medicines which are supplied from or in the original container, shall be made in
writing to the Licensing Authority at the time of application for the grant or renewal of the
licence to sell by retail.

Provided that the Licensing Authority may require records to be maintained only in
prescription register if it is satisfied that the entries in the carbon copy of the cash or credit memo
book are not legible.

%(4) (1) The supply by retail, otherwise than on a prescription of adrug specified in Schedule
C3* * *] shall be recorded at the time of supply either :

'subs. by G.O.I.Notification No. G.S.R 462(E) dated 22-6-1982
%Ins. by Government of India Notification No. 1-63/61-D, dated 17th July, 1963.
30Omitted by Notification No. G.S.R 462(E) dated 22-6-1982
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(i) inaregister specialy maintained for the purpose in which the following particulars shall
be entered :—

(a) seria number of the entry,

(b) the date of supply,

(c) the name and address of the purchaser,

(d) the name of the drug and the quantity thereof,

(e) in the case of a drug specified in Schedule C, the name of the manufacturer, the

batch number and the date of expiry of potency,
(f) the signature of the person under whose supervision the sale was effected, or

(if) in a cash or credit memo book, serially numbered containing all the particulars specified
initems (b) to (f) of sub clause (i) above.

NOTE:— The entries in the carbon copy of the cash or credit memo which is retained by the
licensee shall be maintained in alegible manner.

(2) The option to maintain aregister or a cash or credit memo book shall be made in writing
to the Licensing Authority at the time of application for the grant or renewal of a licence to sell

by retail:

Provided that the Licensing Authority may require records to be maintained in a register if it
is satisfied that the entries in the carbon copy of the cash/credit memo book are not legble.

(3)(i) Thesupply by retail of any drug shall be made against a cash/credit memo which shall
contain the following particulars :—

(&) Name, address and sale licence number of the dealer,
!(b) Serial number of the cash/credit memo,
(c) the name and quantity of the drug supplied.

(it)Carbon copies of cash/credit memos shall be maintained by the licensee as record.

YIns. by G. S. R. No. 245 dated 21-2-1976 (Govt. of India Notification No X. 11013/5/72-D&M.S. dated
the 3rd, February, 1976).
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(4)(i) Records of purchase of a drug intended for sale or sold by retail shall be maintained
by the licensee and such records shall show the following particulars, namely:--
(a) the date of purchase,

(b)the name and address of the person from whom purchased and the number of the
relevant licence held by him,

(c) the name of the drug, the quantity and the batch number, and
(d) the name of the manufacturer of the drug.

(ii) Purchase bills including cash or credit memo shall be serially numbered by the licensee
and maintained by him in a chronological order,]

%(5)(1) Subject to the other provisions of these rules the supply of a drug by wholesale shall
be made against a cash or credit memo bearing the name and address of the licensee and his
licence number under the Drugs and Cosmetics Act in which the following particulars shall be
entered—

(@) the date of sale.

(b) the name, address of the licensee to whom sold and his sale licence number. In case
of sale to an authority purchasing on behalf of Government, or to a hospital, medical,
educational or research institution or to a Registered Medical Practitioner for the
purpose of supply to his patients the name and address of the authority, institution or
the Registered Medical Practitioner as the case may be,

(c) the name of the drug, the quantity and the batch number,

(d) the name of the manufacturer.

¥ (e) the signature of the competent person under whose supervision the sale was effected.]

(2)Carbon copies of cash or credit memos specified in clause (1) shall be preserved as records
for aperiod of three years from the date of the sale of the drug.

Ins. by G.O.I.Notification No. G.S.R 1242(E) dated 17-9-1979
*Amended by G.0.I. No. F. 1-63/62-D, dated 17th July, 1963.
®Ins. by G.O.I. Notification No. G.S.R 496(E) dated 9-6-1995
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1(3) (i) Records of purchase of a drug intended for resale or sold by wholesale shall be
maintained by the licensee and such records shall show the following particulars, namely:--
(@) thedate of purchase,
(b) the name, address and the number of the relevant licence held by the person from
whom purchased,
(c) thename of the drug, the quantity and the batch number, and
(d) the name of the manufacturer of the drug.

(i) Purchase hills including cash or credit memos shall be serially numbered by the licensee
and maintained by him in a chronological order.]

(6) The licensee shall produce for inspection by an Inspector appointed under the Act on
demand all registers and records maintained under these Rules, and shall supply to the Inspector
such information as he may require for the purpose of ascertaining whether the provisions of the
Act and Rules thereunder have been observed.

(7) Except where otherwise provided in these Rules, all registers and records maintained
under these Rules shall be preserved for a period of not less than two years from the date of the
last entry therein.

(8)Notwithstanding anything contained in this Rule it shall not be necessary to record
particularsin aregister specially maintained for the purpose if the particulars are recorded in any
other register specially maintained under any other law for the time being in force.

2[(9) (a) Substances specified in Schedule H or Schedule X shall not be sold by retail except
on and in accordance with the prescription of a Registered Medical Practitioner and in the case of
substances specified in schedule X, the prescriptions shall be in duplicate,one @mpy of which
shall be retained by the licensee for a period of two years.

(b)The supply of drugs specified in Schedule H or Schedule X to Registered Medical
Practitioners, Hospitals, Dispensaries and Nursing Homes shall be made only
against the signed order in writing which shall be preserved by the licensee for a
period of two years;]

'Subs. by G.O.I.Natification No. G.S.R 1242(E) dated 17-9-1979
%Ins. by G.O.I. Notification No. G.S.R 462(E) dated 22-6-1982
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(10) For the purposes of clause (9) a prescription shall—

(a) be in writing and be signed by the person giving it with his usual signature and be
dated by him;

Y(b) specify the name and address of the person for whose treatment it is given, or the
name and address of the owner of the animal if the drug is meant for veterinary use;

(c) indicate the total amount of the medicine to be supplied and the dose to be taken.

(11) The person dispensing a prescription containing a drug specified in Schedule H Fand
Schedule X] shall comply with the following requirements in addition to other requirements of
these Rules—

(a) the prescription must not be dispensed more than once unless the prescriber has
stated thereon that it may be dispensed more than once;

(b) if the prescription contains a direction that it may be dispensed a stated number of
times or at stated intervals it must not be dispensed otherwise than in accordance
with the directions;

(c) at the time of dispensing there must be noted on the prescription above the signature
of the prescriber the name and address of the seller and the date on which the
prescription is dispensed.

%(11-A) No person dispensing a prescription containing substances specified in 4 Schedule
H or X], may supply any other preparation, whether containing the same substance or not, in lieu
thereof.

2[(12) Substances specified in Schedule X kept in retail shop or premises used in connection
therewith shall be stored—

(a) under lock and key in cupboard or drawer reserved solely for the storage of these
substances ;or

(b) in apart of the premises separated from the remainder of the premises and to which
only responsible persons have access;]

'Amended by G. S. R. No. 926, dated 16-7-1977 (Govt. of IndiaNotification No. X. 11014/6/76-D & M. S.
dated 24/6/1977).

%Ins./amended/subs by Notification No. G.S.R 462(E) dated 22-6-1982

3Amended by G. S. R. No. 926, dated 16-7-1977 (Govt. of India Notification No. X. 11014/6/76-D & M. S.
dated 24/6/1977).
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(13)1* * ok
(14) 1 % %

(15) (@) The description “Drugstore” shall be displayed by such licensees who do not
require the services of aqualified person.

(b) The description “Chemists and Druggists’ shall be displayed by such licensees who
employ the services of a “}[registered Pharmacist]” but who do not maintain a “Pharmacy” for
compounding against prescriptions:

(c) The description “Pharmacy”, “Pharmacist”, “Dispensing Chemist” or “Pharmaceutical
Chemist” shall be displayed by such licensees who employ the services of a “[registered
Pharmacist]” and maintain a“Pharmacy” for compounding against prescriptions:

‘[ Explanation:-- for the purpose of thisrule,---

() “registered Pharmacist” means a person who is a registered Pharmacist as
defined in clause (i) of Section (2) of the Pharmacy Act, 1948 (Act No. 8 of
1948).

Provided that the provisions of sub-clause (i) shall not apply to those persons
who are already approved as “qualified person” by the Licensing authority on or
before 31% December 1969.

(ii) Date of Expiry of potency means the date that is recorded on the container,
label or wrapper as the date up to which the substance may be expected to
retain potency not less than or not to acquire toxicity greater than that
required or permitted by the prescribed test.

>(16) The license shall maintain an Inspection Book in Form 35 to enable an Inspector to
record hisimpressions and the defects noticed.

‘Omitted by Notification No. G.S.R 462(E) dated 22-6-1982

2Amended by the Government of India Notification No. F. 1-16/57-D, dated 15th June, 1957.
3substituted by Notification No. G.S.R 676(E) dated 06-09-1994

“Subs. by Notification No. G.S.R 676(E) dated 06-09-1994

®Amended by Government of India Notification No. F. 1-14/68-D dated 26-10-1968.
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%(17) No drug shall be sold or stocked by the licensee after the date of expiration of potency
recorded on its container, label or wrapper, or in violation of any statement or direction recorded
on such container, label or wrapper;

Provided that any such drugs in respect of which the licensee has taken steps with the
manufacturer or his representative for the withdrawal, reimbursement or disposal of the same,
may be stocked after the date of expiration of potency pending such withdrawal, reimbursement
or disposal, as the case may be, subject to the condition that the same shall be stored separately
from the trade stocks %and all such drugs shall be kept in packages or cartons, the top of which
shall display prominently, the words “Not for sal€e’.

%(18) No drug intended for distribution to the medical profession as free sample which bears a
label on the container as specified in clause (viii) of sub-rule (1) of rule 96, and no drug meant
for consumption by the Employees State Insurance Corporation, the Central Government Health
Scheme, the Government Medical Stores Depots, the Armed Forces Medical Stores or other
Government ingtitutions, which bears a distinguishing mark or any inscription on the drug or on
the label affixed to the container thereof indicating this purpose shall be sold or stocked by the
licensee on his premises.

“[ Provided that this sub- rule shall not be applicable to licensees who have been appointed as
approved chemists, by the State Government in writing, under the employees State Insurance
Scheme, or have been appointed as authorized agent or distributor, by the manufacturer in
writing, for drugs meant for consumption under the Central Government Health Scheme, the
Government Medical Stores Depots, the Armed Forces Medical Stores or other Government
Ingtitutions for drugs meant for consumption under those schemes [or have been appointed as
authorized Depots or Carrying and Forwarding agent by the manufacturer in writing, for storing
free samples meant for distribution to medical profession.] subject to the conditions that the
stock shall be stored separately from the trade socks and shall maintain separate records of the
stocks received and distributed by them.]

' Added under Government of India Natification No. F. 1-55/61-D, dated 22nd August, 1964.
Added by S. O. No. 903, dated 28-2-1976 (Govt. of India Notification No. X. 11013/2/75-D & MS. Dated
10-2-1976).
3Added under Government of India, Ministry of Health, F. P., W. H. and U. D. Notification No. 1-113/69-
D, dated 23-12-69.
“Substituted by Notification No. G.S.R 496(E) dated 09-06-1995
®Inserted by G.O.I. Notification No. G.S.R 352(E) dated 26-04-2000
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%(19) The supply by retail of any drug in a container other than the one in which the
manufacturer has marketed the drug, shall be made only by dealers who employ the services of a
“Iregistered Pharmacist]” and such supply shall be made under the direct supervision of the
“Iregistered Pharmacist]” in an envelope or other suitable wrapper or container showing the
following particulars on the label :

(a) name of the drug,
(b) the quantity supplied,
(c) the name and address of the dealer.

%(20) The medicines for treatment of animals kept in aretail shop or premises shall be labeled
with the words ‘Not for human use—for treatment of animals only’ and shall be stored—

(@) in acupboard or drawer reserved solely for the storage of veterinary drugs, or

(b) in a part of the premises separated from the remainder of the premises to which
customers are not permitted to have access.

“[(21) (a) The supply of drugs specified in Schedule X shall be recorded at the time of supply
in a register (bound and serially page numbered) specially maintained for the purpose and
separate pages shall be allotted for each drug.

(b) The following particulars shall be entered in the said register, namely:--

(i)  Date of transaction;

(i)  Quantity received, if any, the name and address of the supplier and the
number of the relevant licence held by the supplier;

(ili)  Name of the drug;

(iv) Quantity supplied;

(v) Manufacturer’s name;

(vi) Batch No. or Lot No;

(vii)  Name and address of the patient purchaser;

(viii) Reference Number of the prescription against which supplies were made.

(ix)  Bill No and date in respect of purchases and supplies made by him;

(X) Signature of the person under whose supervison the drugs have been
supplied.]

'Added by G. S. R. No. 444 dated 28-4-1973 [Govt. of India Notification No. X. 11014/4/72-D (Pt.) dated
the 31st March, 1973].

Substituted by G.O.I.Notification No. G.S.R 676(E) dated 06-09-1994

%Added by G. S. R. No. 926 dated 16-7-1977 (Govt. of India Notification No. X. 11014/6/76-D & MS.
Dated 24-6-1977).

*Added by G.O.l. Notification No. G.S.R 462(E) dated 22-6-1982
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66. Cancellation and suspension of licences.— (1) The Licensing Authority may, after giving
the licensee an opportunity to show cause why such an order should not be passed by an order in
writing stating the reasons therefor, cancel a licence issued under this Part or suspend it for such
period as he thinksfit, either wholly or in respect of some of the substances to which it relates, if
in his opinion, the licensee has failed to comply with any of the conditions of the licence or with
any provisions of the Act or Rules thereunder:

Provided that, where such failure or contravention is the consequence of an act or omission
on the part of an agent or employee, the licence shall not be cancelled or suspended if the
licensee proves to the satisfaction of the licensing authority:—

(a) that the act or omission was not instigated or connived at by him or, if the licensee
isafirm or company by a partner of the firm or adirector of the company, or

(b) that he or his agent or employee had not been guilty of any similar act or omission
within twelve months before the date on which the act or omission in question took
place, or where his agent or employee had been guilty of any such act or omission
the licensee had not or could not reasonably have had, knowledge of that previous
act or omission, or

(c) if the act or omission was a continuing act or omission, he had not or could not
reasonable have had knowledge of that previous act or omission, or

(d) that he had used due diligence to ensure that the conditions of the licence or the
provisions of the Act or the Rules thereunder were observed.

%(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of order under sub-rule (1), prefer an appeal against that order to the State Government,
which shall decided the same.

366A. Procedure for disposal of drugs in the event of cancellation of licence—(1) In case a
licensee, whose licence has been cancelled, desires to dispose of drugs he hasin his possession in
the premises in respect of which the licence has been cancelled, he shall apply in writing to the
licensing authority for this purpose, giving the following particulars, namely:—

(a)the name and address of the person to whom the drugs are proposed to be sold or
supplied together with the number of the licence for sale or manufacture as the case
may be held by him.

'Added by S. O. No. 2139, dated 12-8-1972 (Govt. of IndiaNotification No. 9-817DGHS/77

2Amended by G. S. R. No. 926 dated 16-7-1977 (Govt. of India Notification No. X. 11014/6/76-D& M.S.
dated 24-6-1977).

3Inserted by G.O.I. Notification No. G.S.R 1242(E) dated 17-9-1979
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(b) the names of drugs together with their quantities, batch numbers, the names and
addresses of their manufacturers and the dates of their expiry, if any, proposed to be
sold to the person mentioned in clause (a).

(2) The licensing authority may, after examination of the particulars referred to in sub- rule
(1) and, if necessary, after inspection by an Inspector of the premises where the drugs are
stocked, grant the necessary permission for their disposal.]

PART VI-A — SALE OF HOMEOPATHIC MEDICINES

167-A. (1) The State Government shall appoint Licensing Authorities for the purpose of this
Part for such areas as may be specified.

(2) Application for the grant or renewal of alicence {to sell, stock or exhibit or offer for sale
or distribute] Homoeopathic medicines shall be made in Form 19-B to the Licensing Authority
and shall be accompanied by a [fee of rupees two hundred and fifty];

“*Provided that if the applicant applies for renewal of licence after its expiry but within six
months of such expiry the fee payable for renewal of such licence shall be J[rupees two hundred
and fifty plus an additional fee at the rate of rupeesfifty or part thereof].

>(3) If the original licence is either defaced, damaged or lost, a duplicate copy thereof may be
issued on payment of a [fee of rupees fifty.]

67-B. A Licensing Authority may, with the approval of the State Government, by an order in
writing, delegate "™ power to sign licences and such other powers, as may be specified, to any
other person under his control.

67-C. Forms of licences to sell drugs.— (1) A licence {[to sell, stock or exhibit or offer for
sale or distribute] Homoeopathic medicines by retail or by wholesale shall be issued in Form 20-
C or 20-D asthe case may be.

!Added under Government of India Notification No. F. 1-35/64-D, dated 18th August, 1964.

2Amended by G.O.1. Notification No. G.S.R 788(E) dated 10-10-1985

3Amended by G.O.I. Notification No. G.S.R 601(E) dated 24-8-2001

“Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. X. 11014/12/72-D dated the
5th June, 1972).

°Added by G. S. R. No. 665, dated 28-5-77 (Govt. of India Notification No. X. 11014/2/77-D & M. S.,
dated 6-5-1977).



98

67-D. Sale at more than one place— If drugs are sold or stocked for sale at more than one
place, a separate application shall be made and a separate licence shall be obtained in respect of
each place.

67-E. Duration of licences— An origina licence or a renewed licence unless it is sooner
suspended or cancelled shall be [valid for a period of five years on and from the date on which]
it is granted or renewed :

“Provided that if the application for renewal of alicence in force is made before its expiry or
if the application is made within six month of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if application for its renewal is not made within six months after
its expiry.

367-EE. Certificate of renewal — The certificate of renewal of a sale licence in Forms 20-C
and 20-D shall beissued in Form 20-E.

67-F. Condition to be satisfied before a licence in Form 20-C or Form 20-D is granted.

(1) A licence in Form 20-C or Form 20-D to “[to sell, stock or exhibit or offer for sale or
distribute] Homoeopathic medicines shall not be granted to any person unless the authority
empowered to grant the licence is satisfied that the premises in respect of which the licence is to
be granted are clean and in the case of alicence in Form 20-C the sale premisesisin charge of a
person who is or has been dealing in Homoeopathic medicines and who is in the opinion of the
Licensing Authority competent to deal in Homoeopathic medicines.

[Provided that no registered Homeopathic medical practitioner who is practicing
Homeopathy in the premises where Homeopathic medicines are sold shall deal in Homeopathic
medicines;]

(2) Any person who is aggrieved by the order passed by the Licensing Authority under sub-
rule (1) may within 30 days from the date the receipt of such order appeal to the State
Government and the State Government may, after such enquiry into the matter as it considers
necessary and after giving the appellant an opportunity for representing his case, make such
order in relation thereto asit thinks fit.

!Amended by G.O.I. Notification No. G.S.R 601(E) dated 24-8-2001
2Amended by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. X. 11014/12/72-D dated the
5th June, 1972).
3Added under Government of India, Ministry of Health, F. P., W. H. and U. D. Notification
No. F. 1-14/67-D, dated the 3rd February, 1969.
*Amended by G.O.1. Notification No. G.S.R 788(E) dated 10-10-1985
®Ins. by Notification No. G.S.R 680(E) dated 5-12-1980
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67-G. Conditions of licence— Licence in Form 20-C or 20-D shall be subject to the
conditions stated therein and to the following further conditions, namely:—

(1) The premises where the Homoeopathic medicines are stocked for sale or sold
are maintained in a clean condition.

(2) The sale of Homoeopathic medicines shall be conducted under the supervision
of a person, competent to deal in Homoeopathic medicines.

(3) The licensee shall permit an Inspector to inspect the premises and furnish such
information as he may require for ascertaining whether the provisions of the Act
and the Rules made thereunder have been observed.

(4) The licensee in Form 20-D shall maintain records of purchase and sale of
Homoeopathic medicines containing alcohol together with names and addresses
of partiesto whom sold.

%5) The licensee in Form 20-C shall maintain records of purchase and sale of
Homoeopathic medicines containing alcohol. No records of sale in respect of
Homoeopathic potentised preparation in containers of 30 ml. or lower capacity
and in respect of mother tinctures made up in quantities upto 60 ml. need be
maintained.

[(6) The licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and the defects noticed.]

%7-GG. Additional information to be furnished by an applicant for licence or a licensee to
the Licensing Authority :—

The applicant for the grant of a licence or any person granted a licence under this Part
shall, on demand furnish to the Licensing Authority, before the grant of the licence or during the
period the licence is in force as the case may be, documentary evidence in respect of the
ownership or occupation or rental or other basis of the premises, specified in the application for
licence or in the licence granted, constitution of the firm, or any other relevant matter, which
may be required for the purpose of verifying the correctness of the statements made by the
applicant or the licensee, while applying for or after obtaining the licence, as the case may be.

'Added under Government of India, Ministry of Health, F. P., W. H. and U. D. Natification No. F. 1-59/68-
D, dated the 19th November, 1969.

%Ins. by G.O.I. Notification No. G.S.R 351(E) dated 8-5-1984

3Added by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. X. 11014/12/72-D dated the 5th
June, 1972).
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67-H.Cancellation and suspension of licences—

(1) The Licensing Authority may, after giving the licensee an opportunity to show cause why
such an order should not be passed by an order in writing stating the reasons therefor, cancel a
licence issued under this Part or suspend it for such period as he thinks fit, if in his opinion, the
licensee has failed to comply with any of the conditions of the licence or with any provisions of
the Act or Rules made thereunder :

Provided that, where such failure or contravention is the consequence of an act or omission
on the part of an agent or employees, the licence shall not be cancelled or suspended if the
licensee proves to the satisfaction of the Licensing Authority :—

(a) that the act or omission was not instigated or connived at by him or, if the licensee
isafirm or company, by a partner of the firm or a director of the company, or

(b) that he or his agent or employee had not been guilty of any similar act or omission
within twelve months before the date on which the act or omission in question took
place, or where his agent or employee had been guilty of any such act or omission,
the licensee had not or could not reasonably have had, knowledge of that previous
act or omission, or

(c) if the act or omission was a continuing act or omission that he had not or could not
reasonably have had knowledge of that previous act or omission, or

(d) that he had used due diligence to ensure that the conditions of the licence or the
provisions of the Act or the Rules thereunder were observed.

%(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of the order under sub-rule (1), prefer an appea against that order to the State
Government, which shall decide the same.

'Added by S. O. No. 2139 dated 12-8-1972 (Govt. of India Notification No. X. 11014/12/72-D dated the 5th
June, 1972).

2Amended by G.S.R. No. 926 dated 16/7/1977 (Govt. of India Notification No. X. 11014/6/76-D & M. S.
dated 24-6-1977)
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PART VII —1[|V|ANUFACTURE FOR SALE OR FOR DISTRIBUTION] OF DRUGS OTHER
THAN HOMOEOPATIC MEDICINES

68. Manufacture on more than one set of premises.— If drugs are manufactured on more than
one set of premises a separate application shall be made and a separate licence shall be issued in
respect of each such set of premises.

[68-A Grant or Renewal of Licences by the Central Licence Approving Authority.— (1)
Notwithstanding anything contained in this part, on and from the commencement of the Drugs
and Cosmetics( Ninth Amendment) Rules.1992, a licence for the manufacture for sale or
distribution of drugs as specified from time to time by the Central Government by notification in
the Official Gazette, for the purpose of this rule, shall be granted or renewed, as the case maybe,
by the Central Licence Approving Authority (appointed by the Central Government.)

Provided that the application for the grant or renewal of such licence shall be made to the
licensing Authority.

(2) On receipt of the application for grant or renewal of a licence, the licensing authority
shall,--
(i) verify the statement made in the application Form;
(if) cause the manufacturing and testing establishment to be inspected in accordance
with the provisions of rule 79; and
(iii) in case the application is for the renewal of licence, call(s) for the informations of
the past performance of the licensee.

(3) If the licensing authority is satisfied that the applicant is in a position to fulfill the
requirements laid down as in these rules, he shall prepare a report to that effect and forward it
%[dlong with the application and the licence (in triplicate) to be granted and renewed , duly
completed] to the Central Licence Approving Authority :

Provided that if the licensing authority is of the opinion that the applicant is not in a position
to fulfil the requirements laid down in these rules, he may, by order, for reasons to be recorded in
writing, refuse to grant or renew the licence as the case may be.

(4) If on receipt of the application and the report of the licensing authority referred to in sub-
rule (3) and after taking such measures including inspection of the premises by the Inspector,
appointed by the Central Government under section 21 of the Act, with or without

'Amended by G.O.I. Notification No. G.S.R 788(E) dated 10-10-1985
%Ins. by Notification No. G.S.R 923(E) dated 14-12-1992
3Amended by Notification No. G.S.R 89(E) dated 14-2-1996
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an expert in the concerned field if deemed necessary, the Central Licence Approving Authority,
is satisfied that the applicant isin a position to fulfill the requirements laid down in these rules,
he may grant or renew the licence, as the case may be:

Provided that if the Central Licence Approving Authority is of the opinion that the applicant
is not in a position to fulfill the requirements laid down in these rules, he may, not withstanding
the report of the licensing authority, by order, for reasons to be recorded in writing, reject the
application for grant or renewal of licence as the case may be.

68-B. Delegation of Powers by the Central Licence Approving Authority—The Central
Licence Approving Authority may with the approval of the Centra Government, by notification
delegate his powers of signing licences and any other powers under the rules to any person under
his control having same qualifications as prescribed for controlling authority under rule 50A for
such areas and for such periods as may be specified. |

169. Application for licence to manufacture drugs other than those specified in Schedules C
and C(1) to the Drugs and Cosmetics Rules.—

/(1) Application for grant or renewal of “licence to manufacture for sale or for
distribution]of drugs, other than those specified in Schedule C and C (1) shall be made to the
licensing authority appointed by the State Government for the purpose of this part (hereinafter in
this part referred to as the licensing authority) and shall be made--

(a) in the case of repacking of drugs excluding those specified in Schedule X for sale or
distribution in Form24-B;

(b) in the case of manufacture of drugs included in Schedule X in Form24-F;
(c) inany other case, in Form 24.]
3( 2)(a) Every application in Form24-B shall be made up to ten items for each category of
drugs categorized in Schedule M and shall be accompanied by a licence fee of rupees five

hundred plus and an inspection fee of rupees two hundred for every inspection or for the purpose
of renewal of the licence.

! Amended by Government of India Natification No. F. 1-22/59-D, dated 9th April, 1960.
“Amended by G.O.I. Natification No. G.S.R 462(E) dated 22-06-1982

*Amended by G.O.l.Natification No. G.S.R 601(E) dated 24-8-2001

* Subs.by G.0.1.Notification No.G.S.R.788(E) dt 10.10.1995.
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(b) Every application in Form 24F shall be made up to ten items for each category of drugs
categorized in Schedule M and shall be accompanied by alicence fee of rupees six thousand and
an ingpection fee of rupees one thousand and five hundred for every subsequent inspection or for
the purpose of renewal of licence.

(c) Every application in Form 24 shall be made up to ten items for each category of drugs
catogarised in Schedule M and Schedule M-I11 and shall be accompanied by a licence fee of
rupees six thousand and an inspection fee of one thousand and five hundred for every inspection
or for the purpose of renewal of the licence;]

(3) If a person applies for the renewal of a licence after the expiry thereof but within six
months of such expiry the fee payable for the renewal of such licence shall be:--|

(i) in the case of Form 24-B alicence fee of rupees five hundred plus an additional fee
at the rate of rupees two hundred and fifty per month or part thereof in addition to
an inspection fee of rupees two hundred;

(i) in the case of Form 24-F alicence fee of rupees six thousand plus an additional fee
at the rate of rupees one "™ per month or part thereof in addition to an inspection
fee of rupees one thousand,

(iii) in the case of Form 24 alicence fee of rupees six thousand plus an additional fee at
the rate of rupees one thousand per month or part thereof in addition to an
inspection fee of rupees one thousand and five hundred;]

(4) A fee %rupees one thousand shall be paid] for a duplicate copy of the licence issued
under clause (a), clause (b) or clause (c) of sub-rule (1) if the origina is defaced, damaged or
lost.]

2[(5) Applications by licensees to manufacture additional items of drugs shall, in the case of a
licence to manufacture for sale and distribution for repacking and other than those specified in
Schedule C and Schedule C (1), be made to the licensing Authority. Such applications shall, if
the additional items of drugs applied for belong to categories which are not already included in
the licence, be accompanied by an additional fee at the rate of rupees one hundred for each
additional items of drug for repacking and rupees three hundred per additional item of drugs
categorized in Schedule M and Schedule M-111.]

!Amended by Notification No. G.S.R 462(E) dated 22-06-1982
2 Subs by Notification No. G.S.R 601(E) dated 24-8-2001
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1(6) Where an application under this rule is for the manufacture of drug formulations falling
under the purview of new drug as defined in rule 122-E, such application shall also be
accompanied with approval, in writing in favour of the applicant, from the licensing authority as
defined in clause (b) of rule21.]

Explanation.— For the purpose of these rules, the term ‘repacking’ means the process of
breaking up any drug from a bulk container into small package and the labeling of each such
package with a view to its sale and distribution, but does not include the compounding or
dispensing or the packing of any drug in the ordinary course of the retail business.

%69-A. Loan Licences. (1) Application for the grant or renewa of loan licences to
manufacture for sale or for distribution of drugs other than those specified in Schedule C,
Schedule C (1) and Schedule X shall be made up to ten items for each category of drugs
categorised in Schedule M and Schedule M-111 and shall be made in Form 24-A accompanied
by a licence fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred to the licensing authority:

Provided that if the applicant applies for the renewal of a licence after, its expiry but within
six months of such expiry, the fee payable for renewal of such licence shall be accompanied by a
licence fee of rupees six thousand and an inspection fee of rupees one thousand and five hundred
plus an additional fee at the rate of rupees one thousand per month or part thereof.]

Explanation. — For the purpose of this rule aloan licence means a licence which alicensing
authority may issue to an applicant who does not have his own arrangements for manufacture but
who intends to avail himself of the manufacturing facilities owned by alicensee in Form 25.

(2) The Licensing Authority shall, before the grant of a loan licence, satisfy himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture, and facilities for
testing, to undertake the manufacture on behalf of the applicant for aloan licence.

3(3) subject to the provisions of sub-rule (2), application for manufacture of more than ten
items for each category of drug on a loan licence shall be accompanied by an addition fee of
rupees three hundred per additional item specified in Schedule M and Schedule M-111]

!Ins. by G.O.l.Natification No. G.S.R 311(E) dated 1-5-2002
“Amended by the Government of India Notification No. F. 1-16/57-D, dated 15th June, 1957.
¥Subs by G.O.I. by Natification No. G.S.R 601(E) dated 24-8-2001
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Y(4)1f the Licensing Authority is satisfied that a loan licence is defaced, damaged or lost or
otherwise rendered useless, he may, on payment of a 4fee of rupees one thousand] issue a
duplicate licence.

69-B. [ * * *] Omitted as per G.O.I. Notification No. GSR 944(E) dt 21.9.1988.

¥ 70. Form of licence to repack or manufacture drugs other than those specified in Schedules
C and C(1).- Licences for repacking of drugs against application in Form 24-B shall be granted
in Form 25-B, licences for manufacture of drugs included in Schedule X and against application
in Form 24-F shall be granted in Form 25-F and licences for manufacture of drugs against
application in Form 24 shall be granted in form 25].

“70-A.  Form of loan[licence to manufacture for sale or for distribution] of drugs other
than those %[ specified in Schedules C, C(1) and X].- A loan *[licence to manufacture for sale or
for distribution] or drugs other than those ®[specified in Schedules C, C(1) and X] shall be issued
in Form 25-A.

71. Conditions for the grant or renewal of a licencein Form 25 or {Form 25-F].- Beforea
licence in Form 25 9or Form 25-F] is granted or renewed, the following conditions shall be
complied with by the applicant.-

(1) The manufacture shall be conducted under the active direction and personal supervision
of competent technical staff consisting at least of one person who is a whole-time employee and
who is—

(a) a graduate in Pharmacy or Pharmaceutical Chemistry of ¥a University established
in India by law or have an equivalent qualification recognized and notified by the
Centra Government for such purpose] of this rule and has had at least eighteen
months practical experience after the graduation in the manufacture of drugs. This
period of experience may, however, be reduced by six months if the person has
undergone training in manufacture of drugs for a period of six months during his
University course; or

(b) a gaduate in Science of ¥a University established in India by law or have an
equivalent qualification recognized and notified by the Central Government for
such purpose] of his degree has studied Chemistry as a principal subject and has

'Ins. by G.O.l. Notification No. F.1-20/64-D dt 26.10.1968.

“Subs. by G.0.I. Notification No. GSR 601(EO dt 24.8.2001.

¥Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.

*Ins. by G.O.l. Notification No. F.1-16/57 D dt 15.6.1957 & No. F.1/22/59-D dt 9.4.1960.
>Subs. by G.0.I. Notification No. GSR 788(E) dt 10.10.1985.

®Subs. by G.O.1. Notification No. GSR 462(E) dt 22.6.1982.

"Amended by G.O.I. Notification No. F.1-16/57-D dit 15.6.1957

®3ubs. by G.0.I. Natification No. GSR 71(E) dt 30.1.1987.
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had at least three years practical experience in the manufacture of drugs after his
graduation; or

(c) a graduate in Chemical Engineering or Chemical Technology or Medicine of Y{a
University established in India by law or have an equivalent qualification
recognized and notified by the Central Government for such purpose] with general
training and practical experience, extending over a period of not less than three
years in the manufacture of drugs, after his graduation; or

%(d) holding any foreign qualification the quality and content of training of which are
comparable with those prescribed in clause (@), clause (b) or clause (c) and is
permitted to work as competent technical staff under this rule by the Centra
Government :

Provided that any person who was immediately before the 29th June, 1957, actively directing
and personally supervising the manufacture of drugs and whose name was accordingly entered in
any licence granted in Form 25 ¥or Form 25-F] as it existed before the date shall be deemed to
be qualified for the purposes of thisrule.

“[Provided further that for drugs other than those specified in Schedule C, C(1) and X and
meant for veterinary use, the whole-time employee under whose supervision the manufacture is
conducted shall be graduate in veterinary Science or Pharmacy or General Science or Medicine
of a University recognized by the Central Government and who has had at least three years
practical experience in the manufacture of drugs excluding graduate in Pharmacy who shall have
at least eighteen months practical experience in the manufacture of drugs].

*Provided “[also] that the Licensing Authority may, in the matter of manufacture of
disinfectant fluids, insecticides, liquid paraffin, medicinal gases, hon chemical contraceptives,
plaster of Paris and surgical dressings, for the manufacture of which the knowledge of
Pharmaceutical chemistry or Pharmacy is not essential, permit the manufacture of the substance
under the active direction and persona supervision of the competent technical staff, who,
although not having any of the qualificationsincluded in clauses (a), (b) or (c) of thisrule, has, in
the opinion of the Licensing Authority, adequate experience in the manufacture of such
substance.

'Subs. by G.O.I. Notification No. GSR 71(E) dt 30.1.1987.

2Added under Government of India Notification NO. F. 1-19/59-D, dated 13-6-1961.

3Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.

*Ins. by G.O.I. Notification No. GSR 93(E) dt 24.2.1999.

® Added under Government of India, Ministry of Health, F. P. and U. D. Notification No. F. 1-14/68-D, dated the 26-
10-1968.
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(2)The factory premises shall comply with the conditions prescribed in Schedule M.

(3)The applicant shall provide adequate space, plant and equipment for the manufacturing
operations; the space, plant and equipment recommended for various operations are given in
Schedule M.

Y4)The applicant shall provide and maintain adequate staff, premises and laboratory
equipment for carrying out tests of the strength, quality and purity of the substances at a testing
unit, which shall be separate from the manufacturing unit and the head of the testing unit shall be
independent of the head of the manufacturing unit :

Provided that the manufacturing units, which, before the commencement of the Drugs and
Cosmetics (Amendment) Rules, 1977, were making arrangements with institutions approved by
the Licensing Authority for such tests to be carried out on their behalf may continue such
arrangements upto the 30th June, 1977 :

Provided further that for tests requiring sophisticated instrumentation techniques or biological
or microbiological methods other than sterility the Licensing Authority may permit such tests to
be conducted by institutions approved by it under Part XV (A) of these rules for this purpose.

2[(4A). The head of the testing unit referred to in condition (4) shall possess a degree in
Medicine or Science or Pharmacy or Pharmaceutical chemistry of a University recognized for
this purpose and shall have experience in the testing of drugs, which in the opinion of the
licensing authority is considered adequate.]

(5)The applicant shall make adequate arrangements for the storage of drugs manufactured by
him.

%(6) The applicant shall, while applying for a licence to manufacture patent or proprietary
medicines, furnish to the Licensing Authority evidence and data justifying that the patent or
proprietary medicines—

(i) contain the constituent ingredients in therapeutic / prephylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

!Amended by G.O.I. Notification No. GSR 926 dt 16.7.1977.
’Ins. by G.O.I. Notification No. GSR 681(E) dt 5.12.1980.
®Ins. by G.O.I. Notification No. GSR 515 dit 10.4.1976.
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(i) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulation and under the conditions in which the
formulation for administration and use are recommended;

(ii1) are stable under the conditions of storage recommended; and

(iv) contain such ingredients and in such quantities for which there is therapeutic
justification.

Iv) have the approval, in writing, in favour of the applicant to manufacture drugs
formulations falling under the purview of new drug as defined in rule 122-E, from
the Licensing Authority as defined in Clause (b) of Rule 21.]

2[(7) The licensee shall comply with the requirements of Good Manufacturing practices as
laid downin Schedule M.

371A. Conditions for the grant or renewal of a licence in Form 25B.—Before alicence in
Form 25-B is granted or renewed the following conditions shall be complied with by the
applicant :—

(1) the repacking operation shall be carried out under hygienic conditions and under the
supervision of a competent person;

%2) the factory premises shall comply with the conditions prescribed in Schedule M; and

>(3) the applicant shall have adequate arrangements in his own premises for carrying out
tests for the strength, quality and purity of the drugs at a testing unit which shall be separate from
the repacking unit;

Provided that the repacking units, which before the commencement of the Drugs and
Cosmetics (Second Amendment) Rules, 1977, were making arrangements with institutions
approved by the licensing authority for suchtests to be carried out on their behalf, may continue
such arrangements upto the 31st July, 1977,

YIns, by G.O.I. Notification No. GSR 311(E) dt 1.5.2002.

’Ins. by G.O.I. Notification No. GSR 735(E) dt 24.6.1988.
®Ins. by G.O.I. Notification No. F.1-22/59-D dt 9.4.1960.
*Amended by G.O.I. Notification No. S.0.2139 dt 12.8.1972.
*Amended by G.O.I. Notification No. GSR 926 dt 16.7.1977. .
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Provided further that for tests requiring sophisticated instrumentation techniques or biological
or microbiologica methods the licensing authority may permit such test to be conducted by
institutions approved by it under Part XV (A) of these rules for this purpose.

Explanation—A person who satisfies the following minimum qualifications shall be
deemed to be a “competent person” for the purposes of rules 71-A or 74-A of these rules,
namely:-

(a) a person who holds the Diploma in Pharmacy approved by the Pharmacy Council of
India under the Pharmacy Act, 1948 (VIII of 1948) or a person who is registered
under the said Act, or

(b) a person who has passed the Intermediate examination with Chemistry as one of the
principal subjects or an examination equivalent to it or an examination recognized
by the Licensing Authority as equivalent to it; or

(c) a person who has passed the Matriculation examination or an examination
recognized by the Licensing Authority as equivalent to it and has had not less than
four years practical experience in the manufacture, dispensing or repacking of
drugs.

171-B : Conditions for the grant of renewal of a licence in Form 25-A- Before alicence in
form 25-A is granted or renewed, the applicant shall, while applying for alicence to manufacture
patent or proprietary medicines, furnish to the Licensing Authority evidence and date justifying
that the patent or proprietary medicines:

(i) contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, recipients, additives and
pharmaceutical aids used in the formulations and under conditions in which the
formulations for administration and use are recommended,;

(ii1) are stable under the conditions of storage recommended; and

(iv)contain such ingredients and in such quantities for which there is therapeutic
judtification.

YInsby G.O.I. Notification No. GSR 515 dit 10.4.1976.
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172. Duration of licence.- An original licence or arenewed licence inform 25, Form 25-B or
Form 25-F] unless sooner suspended or cancelled shall be 3valid for a period of five years on
and from the date on which] it is granted or renewed.

*Provided that if the application for the renewal of a licence is made before its expiry, or if
the application is made within six months of its expiry, after payment of additiona fee, the
licence shall continue to be in force until orders are passed on for its renewal is not made within
six months of its expiry.

’[73. Certificate of renewal .- The certificate of renewal of alicence in Form 25 or Form 25-F
shall beissued in Form 26 or Form 26-F respectively].

573-A. A certificate of renewal of loan licence.- The certificate of renewal of aloan licencein
Form 25-A shall be issued in Form 26-A.

673-AA. Duration of loan licence.- An original loan licencein Form 25-A or arenewed loan
licence in Form 26-A, unless sooner suspended or cancelled, shall be I[valid for a period of five
years on and from the date on which] it is granted or renewed.

"Provided that if the application for the renewal of a licence is made before its expiry, or if
the application is made within six months of its expiry, after payment of additiona fee, the
licence shall continue to be in force until orders are passed on for its renewal is not made within
six months of its expiry.

873-B Certificate of renewal of licencein Form25-B.- The certificate of renewal of alicence
in Form 25-B shall beissued in Form 26-B.

'Amended by G.O.I. Natification No. F.1-10/62-D dt 10.4.1964.
“Subs. by G.O.I. Notification No. GSR 462(E) dit 22.6.1982.
¥Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
“Amended by G.O.I. Notification No. S.0.2139 dt 12.8.1972.
>Amended by G.O.I. Notification No. F.1-10/62-D dt 10.4.1964
®Amended by G.O.I. Notification No. F.1-10/62-D dt 10.4.1964
’Amended by G.O.1. Notification No. S.0.2139 dt 12.8.1972.

® Ins. by G.O.I. Natification No. F.1-22/59-D dt 9.4.1961.
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174. Conditions of licence in Form 25—A licence in J[Form 25 and Form 25-F] shall be
subject to the conditions stated therein and to the following further conditions, namely .—

(@) the licensee shall provide and maintain staff, premises and the equipment as
specified inrule 71,

(b) the licensee shall comply with the provisions of the Act and of these Rules and with
such further requirements, if any, as may be specified in any rules subsequently
made under Chapter IV of the Act; provided that where such further requirements
are specified in the rules, these would come into force, four months after
publication in the official Gazette,

(c) the license shall either in his own laboratory or in any other laboratory approved by
the Licensing Authority under Part XV (A) of these rules test each batch or lot of
the raw material used by him for the manufacture of his products and aso each
batch of the final product and shall maintain records or registers showing the
particulars in respect of such tests as specified in Schedule U. The records or
registers shall be retained for a period of 5 years from the date of manufacture;

(d) the licensee shall keep records of the details of manufacture as per particulars given
in Schedule U of each batch of the drugs manufactured by him and such records
shall beretained for a period of five years;

(e) the licensee shall allow an 3Inspector appointed under the Act, to enter, with or
without prior notice, any premises and to inspect the plant and the process of
manufacture and the means employed in standardizing and testing the drugs,

(f) thelicensee shall allow an *Inspector appointed under the Act to inspect all registers
and records maintained under these rules and to take samples of the manufactured
drugs and shall supply to such Inspector such information as he may require for the
purpose of ascertaining whether the provisions of the Act and the Rules thereunder
have been observed;

(g) the licensee shall, from time to time, report to the Licensing Authority any changes
in the expect staff responsible for the manufacture or testing of the drugs and any
material alterations in the premises or plant used for the purpose which have been
made since the date of the last inspection made on behalf of the licensing authority;

1 Amended by G.O.l. Natification No. F. 1-20/64-D, dated 26th October, 1968.
2. Subs. by G.O.l. Notification No. GSR 462(E) dt 22.6.1982.
3 Amended by G.O.l. Notification No. G.S.R. 444 dt. 28-4-1973.



112

Y(h) the licensee shall, on request, furnish to the Licensing Authority, the Controlling
Authority or to such authorities as the Licensing Authority or the Controlling
Authority may direct from every batch, or batches of drugs as the Licensing
Authority or the Controlling Authority may from time to time specify, a sample of
such guantity as may be considered adequate by such authority for any examination
and, if so required, also furnish full protocols of tests which have been applied;

(i) if the Licensing Authority or the Controlling Authority so directs and if requested
by the licensee who had also furnished prima facie reason for such directions, the
licensee shall not sell or offer for sale any batch in respect of which a sampleis or
protocols are furnished under clause (h) until a certificate authorizing the sale of the
batch has been issued to him by or on behalf of the Licensing Authority or the
Controlling Authority;

(j) the licensee shall on being informed by the Licensing Authority or the Controlling
Authority that any part of any batch of the drug has been found by the Licensing
Authority or the Controlling Authority not to conform with the standards of
strength, quality or purity specified in these rules and on being directed so to do,
withdraw the remainder of the batch from sale, and, so far as may in the particular
circumstances of the case be practicable, recall all issues already from that batch;

(k) the licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed;

Y1) the licensee shall maintain reference samples from each batch of the drugs
manufactured by him in a quantity which is at least twice the quantity of the drug
required to conduct al the tests performed on the batch. In case of drugs bearing an
expiry date on the label, the reference samples shall be maintained for a period of
three months beyond the date of expiry or potency. In case of drugs where no date
of expiry of potency is specified on the label, the reference samples shall be
maintained for a period of three years from the date of manufacture.

%(m) The licensee, who has been granted a licence in Form 25-F, shall-

'Amended /Insby G.O.I. Notification GSR No. 444 dit 23.4.1973.
?Ins. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
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(i) forward to the licensing authority of the concerned States of manufacture and
supply of the drug a statement of the sales effected to manufacturers, wholesalers,
retailers, hospitals, dispensaries and nursing-homes and Registered Medica
Practitioners every three months;

(if) maintain accounts of all transactions giving details as indicated below in a register
bound and serially page numbered and such records shall be retained for a period of
five years or one year after the expiry of potency, whichever islater:-

A. Accounts of the drugs specified in Schedule X used for the manufacture:-

Date of issue

Name of the drug

Opening balance of stock on the production day.

Quantity received, if any, and source from where received.
Quantity used in manufacture.

Balance quantity on hand at the end of the production day.
Signature of the person in charge.

NougkrwdpE

B. Accounts of production.:-

Date of manufacture,

Name of the drug,

Batch Number

Quantity of raw material used in manufacture.
Anticipated yield.

Actual yield,

Wastage,

Quantity of the manufactured goods transferred.

ONDUAWNPE

C. Accounts of the manufactured drugs:-

Date of manufacture,

Name of the drug,

Batch Number,

Opening Balance,

Quantity manufactured,

Quantity sold,

Name of the purchaser and his address,
Balance quantity at the end of the day,
Signature of the person in charge.

OWCoNou~wWNPE
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(n) The licensee shall store drugs specified in Schedule X in bulk from and when any
of such drug is required for manufacture in a place other than its place of storage it
shall be kept in a separate place under the direct custody of aresponsible person.]
(o) The licensee shall comply with the requirements of ‘Good Manufacturing
Practices’ aslaid down in Schedule M.]

74-A. Conditionsfor licencein Form 25-B.—A licencein Fom 25-B shall be subject to the
conditions stated therein and to the following conditions .:—

(a) the repacking of drugs shall at al times be conducted under the personal
supervision of at least one person who is approved as a competent person by the
Licensing Authority;

(b) the licensee shall either provide and maintain adequate arrangements in his own
premises for carrying out tests of the strength, quality and purity of the drugs
repacked or make arrangements with some institution approved by the Licensing
Authority under Part XV (A) of these rules for such tests to be regularly carried out
on his behalf by the institution;

(c) the licensee shall make adequate arrangements for the storage of drugs;

2(d) thelicensee shall comply with the provisions of the Act and of these Rules and with
such further requirements, if any, as may be specified in any rules subsequently
made under Chapter 1V of the Act;

Provided that where such further requirements are specified in the rules, these
would come into force four months after publication in the Official Gazette.

(e) the licensee shal alow any Inspector appointed under the Act to enter with or
without notice, any premises where the packing of drugs in respect of which the
licence is issued is carried on, to inspect the premises and to take samples of
repacked drugs,

’(f) The licensee shall, either in his own laboratory or, in any other laboratory approved
by the Licensing Authority, test each batch or lot of raw material used by him for
repacking and also each batch of the product thus repacked and shall maintain
records or registers showing the particulars in respect of such tests as specified in
Schedule U. The records or registers shall be retained for a period

! Ins. by G.O.I. Notification No. GSR 735(E)dt 24.6.1988.
2 Amended by G.O.I. Notification No. F.1-20/64-D dt 26.10.1968
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of five years from the date of repacking. The licensee shall allow the Inspector to
inspect al registers and records maintained under these rules and shall supply to the
Inspector such information as he may require for the purpose of ascertaining
whether the provisions of the Act and these Rules have been observed,;

Y(g) the licensee shall maintain an Inspection Book, in Form 35, to enable an Inspector
to record his impressions and the defects noticed,;

(h) the licensee shall maintain reference samples from each batch of the drugs
manufactured by him in a quantity which is at least twice the quantity of the drug
required to conduct all the tests performed on the batch. In case of drugs bearing an
expiry date on the label, the reference sample shall be maintained for a period of
three months beyond the date of expiry of potency. In case of drugs where no date
of expiry of potency is specified on the label, the reference samples shall be
maintained for a period of three years from the date of manufacture.

374B. Conditions of licence in Form 25-A——(1) The licence in Form 25-A shall be deemed
to be cancelled or suspended, if the licence owned by the licensee in Form 25, whose
manufacturing facilities have been availed of by the licensee, is cancelled or suspended, as the
case may be, under these rules.

(2)The licensee shall comply with the provisions of the Act and of these Rules and with such
further requirements if any, as may be specified in any rules subsequently made under Chapter
IV of the Act; provided that where such further requirements are specified in the rules, these
would come into force four months after publication in the Official Gazette.

(3 The licensee shall test each batch or lot of the raw materia used by him for the
manufacture of his products and also each batch of the final product and shall maintain records
or registers showing the particulars in respect of such tests as specified in Schedule U. The
records or registers shall be retained for a period of five years from the date of manufacture. The
licensee shall allow an Inspector to inspect all registers and records maintained under these rules
and shall supply to the Inspector such information as he may require for the purpose of
ascertaining whether the provisions of the Act and these rules have been observed.

!Added under G.O.I. Notification No. 1-14/68-D, dt 26-10-68.
2Added under G.O.1. Notification No.G.S.R. 444 dt. 28-4-1973 .
3Amended under G.O.I. Natification No. F. 1-20/64-D, dated the 26th October, 1968.
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(4) Thelicensee shall either-

(i) provide and maintain to the satisfaction of the Licensing Authority adequate staff
and adequate laboratory facilities for carrying out test of the strength, quality and
purity of the substances manufactured by him or

(i) make arrangements with some institution approved by the Licensing Authority
under Part XV (A) of these rules for such tests to be regularly carried out on his
behalf by the institution.

%5) The licensee shall maintain reference sanples from each batch of the drugs
manufactured by him in a quantity which is at least twice the quantity of the drug required to
conduct all the tests performed on the batch. In case of drugs bearing an expiry date on the label
the reference samples shall be maintained for a period of three months beyond the date of expiry
of potency. In case of drugs where no date of expiry of potency is specified on the label, the
reference samples shall be maintained for a period of three years from the date of manufacture.

2[(6) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impressions and the defects noticed.]

3[75. Form of application for licence to manufacture for sale or distribution of drugs
specified in Schedules C and C(1) and X “excluding those specified in Part XB] - (1)
Applications for the grant or renewal of licence to manufacture for sale or distribution of drugs
specified in Schedules C and C(1) “[excluding those specified in Part X-B and Schedule X],
shall be made to the Licensing Authority in Form 27 and *[shall be made upto ten items for each
category of drugs catagorised in Schedule M and Schedule M-I11 and shall be accompanied by a
licence of rupees six thousand and an inspection of rupees one thousand and five hundred for
every inspection or for the purpose of renewal of licence.]

Provided that if the applicant applies for renewal of licence after its expiry but within six
months of such expiry, the fee payable for renewal of the licence shall be *a licence fee of
rupees six thousand plus an additional fee of rupees one thousand per month or a part thereof in
addition to an inspection fee of rupees one thousand and five hundred.]

(2)Application for grant or renewal of licence to manufacture for sale or distribution of drugs
specified in Schedules C, C(1) and X shall be made to the licensing authority in Form 27-B, and
*[shall be made up to ten items for each category of drugs categorized in Schedule M and

! Ins. by G.O.I. Natification NO. GSR. No. 444, dit. 28-4-1973.
%|ns. by G.O.I. Notification No. GSR 31(E) dt 8.5.1984.

¥ Subs. by G.0.I. Notification No. GSR 462(E) dt 22.6.1982.

* Subs. by G.O.I. Notification No. GSR 28(E) dt 22.1.1993.

> Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
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Schedule M-I11 and shall be accompanied by a licence fee of rupees six thousand and an
inspection fee of rupees one thousand five hundred for every inspection or for the purpose of
renewal of licences:].

Provided that the applicant shall possess alicence in Form 28 to manufacture such drugs:

Provided further that if the application for renewal of a licence is made after its expiry but
within six months of such expiry, the fee payable for renewal of the licence [shall be rupees six
thousand plus an additional fee of rupees one thousand per month or part thereof in additional to
an inspection fee of rupees one thousand five hundred.]

2[(3) The application for grant or renewal of licence to manufacture for sale or for distribution
of drugs in ‘Large Volume Parenterals and ‘Sera and Vaccines' shall be made to the licensing
authority appointed under this Part in Form 27-D and ‘[shall be made up to ten items for each
category of drugs categorized in Schedule M and shall be accompanied by alicence fee of rupees
six thousand and an inspection fee of rupees one thousand five hundred for every inspection or
for the purposes of renewal of licences:]

Provided that if the application for renewal of alicence is made after its expiry but within six
months of such expiry, the fee payable for renewal of the licence Y[shall be rupees six thousand
plus an additional fee of one thousand per month or a part thereof in addition to the inspection
fee of rupees one thousand and five hundred.]

[(4) A fee of rupees one thousand shall be paid for duplicate copy of the licence issued under
sub-rule (1), sub-rule (2) or sub-rule (3), as the case may be, if the original licence is defaced,
damaged or lost.

(5) If the licence applies for manufacture of more than ten items of each category of drugs,
the application shall be accompanied by an additional fee at the rate of rupees three hundred for
each additional item of drugs categorized in Schedule M and Schedule M-I11.]

%[(6) Where an application under this rule is for the manufacture of drug formulations falling
under the purview of new drugs as defined in rule 122-E, such application shall also be
accompanied with approval, in writing, in favour of the applicant, from the licensing authority
as defined in clause (b) of rule 21.]]

! Subs. by G.0.I. Natification No. GSR 601(E) dt 24.8.2001.
% Ins. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996.
®Ins. by G.O.l. Natification No. GSR 311(E) dt 1.5.2002.
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175-A. Loan licences—(1) Applications for the grant or renewal of loan “licences for the
manufacture for sale or for distribution] of drugs specified in Schedules C and C(1) J[excluding
those specified in Part X-B and Schedule X] shal be made in Form 27-A to the licensing
authority and “[shall be made upto ten items for each category of drugs categorized in Schedule
M and Schedule M-111 and shall be accompanied by a fee of rupees six thousand and an
inspection fee of rupees one thousand and five hundred for every inspection or for the purpose of
renewal of licences].

*Provided that if the applicant applies for the renewal of a licence after its expiry but within
six months of such expiry the fee payable for renewa of the licence shal be “[rupees six
thousand and an inspection of fee of rupees one thousand five hundred plus an additional fee at
the rate of rupees one thousand] per month or a part thereof.

Explanation.—For the purpose of this rule a loan licence means a licence which a licensing
authority may issue to an applicant who does not have his own arrangements for manufacture but
who intends to avail himself of the manufacturing facilities owned by another licensee in Form
28.

(2) The licensing authority, shall, before the grant of a loan licence, satisfy himself that the
manufacturing unit has adequate equipment, staff, capacity for manufacture and facilities for
testing to undertake the manufacture on behalf of the applicant for aloan licence.

“[(3) Subject to the provisions of sub-rule (2), the application for manufacture of more than
ten items of each category of drugs on aloan license, shall be accompanied by an additional fee
at the rate of rupees three hundred for each additional item of drugs.

(4) If the licensing authority is satisfied that a loan licence is defaced, damaged or lot, he
may, on payment of afee of rupees one thousand, issue a duplicate copy of loan licence.]

75-B. [ Omitted as per G.O.l. Notification No. GSR 944(E) dt 21.9.1988.]
176. 5[ Forms of licence to manufacture drugs specified in Schedules C and C(1), [excluding

those specified in Part XB and Schedule X], or drugs specified in Schedules C, C(1) and X and
the conditions for the grant or renewal of such licences.- A licence to manufacture

!Ins. asper G.O.I. Notification No. F.1-16/57-D dt 15.6.1969.
“Subs. by G.O.I. Notification No. GSR 788(E) dit 10.10.1985.
¥Subs. by G.O.1. Notification No. GSR 28(E) dt 22.1.1993.
“Subs. by G.O.1. Notification No. GSR 601(E) dit 24.8.2001.
>Amended by G.O.I. Notification No. S.0.2139 dt 13.8.1972
®Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.

" Subs. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996.
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for sale or for distribution of drugs specified in Schedules C and C(1) other than Large Volume
Parenterals, Sera and Vaccines, drugs specified in Part X-B and Schedule X shall beissued in
Form 28 and a licence to manufacture for sale or distribution of drugs specified under Schedules
C and C(1) (other than Large Volume Parenterals, Sera and Vaccines, drugs specified in Part X-
B) and Schedule X shall be issued in Form 28-B. A licence to manufacture for sale or for
distribution of Large Volume Parenterals, Sera and Vaccines shall be issued in Form 28-D.
before a licence in Form 28 or Form 28-B or Form 28-D is granted or renewed, the following
conditions shall be complied with by the applicant.]

(1) The manufacture will be conducted under the active direction and personal supervision
of competent technical staff consisting at least of one person who is a whole time employee and
who is—

(a) a graduate in Pharmacy or Pharmaceutical Chemistry of ‘[a University established
in India by law or has an equivalent qualification recognized and notified by the
Central Government for such purpose] of this rule and has had at least eighteen
months' practical experience after the graduation in the manufacture of drugs to
which this licence applies; this period of experience may however be reduced by six
months if the person has undergone training in manufacture of drugs to which the
licence applies for a period of six months during his University course; or

(b) a graduate in Science of [a University established in India by law or has an
equivalent qualification recognized and notified by the Central Government for
such purpose] of his degree has studied Chemistry or Microbiology as a principal
subject and has had at least three years practical experience in the manufacture of
drugs to which this licence applies after his graduation; or

(c) a graduate in Medicine of [a University established in India by law or has an
equivalent qualification recognized and notified by the Centra Government for
such purpose] with at least three years experience in the manufacture and
pharmacol ogical testing of biological products after his graduation; or

%d) a graduate in Chemical Engineering of a University recognized by the Central
Government with at least three years' practical experience in the manufacture of
drugs to which this licence applies after his graduation; or

(e) holding any foreign qualification the quality and content of training d which are
comparable with those prescribed in clause (a), clause (b), clause (c) or clause (d)
and is permitted to work as competent technical staff under this rule by the Central
Government.

'Subs. by G.O.I. Notification No. GSR 71(E) dt 30.1.1987.
“Amended by G.O.I. Notification No. F.1-19/59-B dt 13.6.1961.
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Provided that any person who was approved by the licensing authority as an expert
responsible for the manufacture of drugs for the purpose of rule 76 read with rule 78 as these
rules were in force immediately before the 29th June, 1957, shall be deemed to be qualified for
the purposes of thisrule.

Provided further that for the drugs specified in Schedules C and C(1) meant for veterinary
use, the whole time employee under whose supervision the manufacture is conducted may be a
graduate in Veterinary Science or general science or medicine or pharmacy of a University,
recognized by the Central Government and who has had at least three years experience in the
manufacture of biological products.

’[Provided further also that for the medical devices specified in Schedule C, the whole time
employee under whose supervision the manufacture is conducted may be a Graduate in Science
with Physics or Chemistry or Microbiology as one of the subjects; or graduate in Pharmacy; or
Degree/Diploma holder in Mechanical or chemica or Plastic Engineering of a University
recognized by the Central government for such purposes.]

(2) The factory premises shall comply with the conditions prescribed in Schedule M.9and
Schedule M-I11 in respect of medical devices|.

(3) The applicant shall provide adequate space, plant and equipment for any or all the
manufacturing operations; the space, plant and equipment recommended for various operations
are given in Schedule M {and Schedule M-111].

%(4)The applicant shall provide and maintain adequate staff, premises and laboratory
equipment for carrying out such tests of the strength, quality and purity of the substances as may
be required to be carried out by him under the provisions of Part X of these rules including
proper housing for animals used for the purposes of such tests, the testing unit being separate
from the manufacturing unit and the head of the testing unit being independent of the head of the
manufacturing unit :

Provided that the manufacturing units which before the commencement of the Drugs and
Cosmetics (Amendment) Rules, 1977, were making arrangements with institutions approved by
the Licensing Authority for such tests to be carried out on their behaf may continue such
arrangements upto the 30th June, 1977 :

Provided further that for tests requiring sophisticated instrumentation techniques or
biological or microbiological methods other than sterility the Licensing Authority may permit
such tests to be conducted by institutions approved by it under Part XV (A) of these rules for this
purpose.

!Ins. by G.O.I. Notification No. F.1-6/62-D dt 2.7.1969
%Ins. by G.O.I. Notification No. GSR 109(E) dt 22.2.1994.
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[(4-A) The head of the testing unit referred to in condition (4) shall possess a degree in
Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a University recognized for
this purpose and shall have experience in the testing of drugs, which in the opinion of the
Licensing authority is considered adequate.]

(5) The applicant shall make adequate arrangements for the storage of drugs manufactured by
him

%(6) The applicant shall furnish to the Licensing Authority, if required to do so, data on the
stability of drugs which are likely to deteriorate for fixing the date of expiry which shall be
printed on the labels of such drugs on the basis of the data so furnished.

(7)The applicant shall, while applying for licence to manufacture patent or proprietary
medicines, furnish to the Licensing Authority evidence and data justifying that the patent or
proprietary medicines :—

(i) contain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the clams or conditions for which the medicines are
recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulations and under the conditions in which the
formulations for administration and use are recommended;

(iii) are stable under the conditions or storage recommended; and

(iv) contain such ingredients and in such quantities for which there is therapeutic
justification.

“[(v) have the approval, in writing, in favour of the applicant to manufacture drug
formulations falling under the purview of new drug as defined in rule 122-E, from
the licensing authority as defined in clause (b) of rule 21.]

°[(8) The licensee shall comply, with the requirements of “Good Manufacturing Practices’ as
laid down in Schedule M.]

!Ins. by G.O.I. Notification No. GSR 681(E) dt 5.12.1980.
’Ins. by G.O.l. Notification No. GSR 444 dit 28.4.1973.
®Ins. byG.O.l. Notification No. GSR 515 dit 10.4.1976.
*1ns. by G.O.l. Notification No. GSR 311(E) dt 1.5.2002.
®Ins. by G.O.l. Notification No. GSR 735(E) dit 24.6.1988.
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Explanation.- For the purpose of this rule, “Large Volume Parenterals’ shall mean the
sterile solutions intended for parenteral administration with a volume of 100 ml. or more (and
shall include anti-coagulant solutions) in one container of the finished dosage from intended for
single use|]

276-A : Form of loan licence to manufacture for sale J[or for distribution] drugs specified in
Schedules C and C(1) “[excluding the drugs specified in Schedule X] and conditions for the grant
or renewal of such licence :—A loan licence to manufacture for sale J[or for distribution] drugs
specified in Schedules C and C(1) “[excluding the drugs, specified in Schedule X] shall be issued
in Form 28-A, and the applicant shall, while applying for a licence to manufacture patent or
proprietary medicines, furnish to the Licensing Authority evidence and date justifying that the
patent or proprietary medicines;

(i) certain the constituent ingredients in therapeutic/prophylactic quantities as
determined in relation to the claims or conditions for which the medicines are
recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulations, and under the conditions in which
the formulations for administration and use are recommended;

(iii) are stable under the conditions of storage recommended; and
(iv) contain such ingredients and in such quantities for which there is therapeutic
judtifications.

>77. Duration of licence—An original licence in °[Form 28, Form 28-B and form 28-D or
renewed licence informs 26, 26-F, and Form 26-H] or a renewed licence in Form 26, unless
sooner suspended or cancelled shall be [valid for aperiod of five years on and from the date on
which] it is granted or renewed:

!Ins. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996.

?Ins. by G.O.I. Natification No. GSR 515 dit 10.4.1976

3Subs. by G.0.I. Notification No. GSR 788(E) dt 10.10.1985.
*Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
>Amended by G.O.I. Natification No. G.1-10/62-D dt 10.4.1964.
®Subs. by G.O.I. Natification No. GSR 119(E) dit 11.3.1996.
"Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
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Provided that if the application for the renewal of alicence is made before its expiry, or if
the application is made within six months of its expiry after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of itsexpiry.

278. Conditions of licence—A licence in ¥[Form 28, Form 28-B or form 28-D] shall be
subject to the special conditions, if any, set out in Schedule F or Schedule F(1), as the case may
be, which relate to the substance in respect of which the licence is granted and to the following
general conditions—

(@ (i) Thelicence shal provided and maintain an adequate staff and adequate premises and
plant for the proper manufacture and storage of the substances in respect of which the licence is
issued;

(ii) Without prejudice to the generality of the foregoing requirement, every holder of a
licence who for any purpose engaged in the culture or manipulation of pathogenic spore-bearing
micro-organisms shall provide to the satisfaction of the Licensing Authority separate laboratories
and utensils and apparatus required for the culture or manipulation of such micro-organisms, the
laboratories, utensils and apparatus so provided not being used for the manufacture of any other
substance;

*(b) The licensee shall provide and maintain staff, premises and equipment as specified in
rule 76;

>(c) (i) The licensee shall maintain records of manufacture as per particulars given in
Schedule U.

(ii) The licensee shall either in his own laboratory or in any laboratory approved by the
Licensing Authority under Part XV (A) of these rules test each batch or lot of the raw material
used by him for the manufacture of his product and aso each batch of the final product and shall
maintain records or registers showing the particulars in respect of such tests as specified in
Schedule U. The records or registers shall be retained in the case of a substance for which a
potency date is fixed for a period of two years from the expiry of such date, and in the case of
other substances for a period of five years from the date of manufacture.

'Amended by G.O.I. Notification No. S.O. 2139 dt 12.8.1972.
>Amended by G.O.I. Natification No. F.1-6/62-B dt 2.6.1969.
®Subs. by G.0.I. Natification No. GSR 119(E) dt 11.3.1976.
*Amended by G.O.I. Natification No. F.1-16/57-D dt 15.6.1957
*Amended by G.O.I. Natification No. F.1-20/64-D dt 26.10.1968.
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(d) The licensee shall allow an *Inspector appointed under the Act to enter, with or without
prior notice, any premises where the manufacture is carried on and to inspect the premises, and
in the case of substances specified in Schedules C and C(1), to inspect the plant and the process
of manufacture and the means employed for standardizing and testing the substance;

(e) The licensee shall allow an *Inspector appoirted under the Act, to inspect all registers and
records maintained under these rules and to take samples of the manufactured product and shall
supply to such Inspector such information as he may require for the purpose of ascertaining
whether the provisions of the Act and Rules thereunder have been observed,

(f) The licensee shall from time to time report to the Licensing Authority any changes in the
expert staff responsible for the manufacture or testing of the substance and any material
alterations in the premises or plant used for that purpose which have been made since the date of
the last inspection made on behalf of the Licensing Authority before the issue of the licence;

(g) the licensee shall on request furnish to the Licensing Authority, Controlling Authority or
to such authorities as the Licensing Authority or the Controlling Authority may direct, from
every batch of drug as the licensing authority or the Controlling Authority may from time to time
specify, a sample of such quantity as may be considered adequate by such Authority for any
examination and, if so required, also furnish, full protocols of the tests which have been applied.

(h) If the Licensing Authority or the Controlling Authority so directs, the licensee shall not
sell or offer for sale any batch in respect of which a sample is, or protocols are furnished under
the last preceding sub-paragraph until a certificate authorizing the sale of the batch has been
issued to him by or on behalf of the Licensing Authority or the Controlling Authority.

(i) The licensee shal on being informed by the Licensing Authority or the Controlling
Authority that any part of any batch of the substance has been found by the Licensing Authority
or the Controlling Authority not to conform with the standards of strength, quality or purity
specified in these Rules and on being directed so to do, withdraw the remainder of that batch
from sale and so far as may in the particular circumstances of the case be practicable recall all
issues already made from that batch;

()) No drug manufactured under the licence shall be sold unless the precautions necessary
for preserving its properties have been observed throughout the period after manufacture;

(k) Thelicensee shall comply with the provisions of the Act and of these rules and with such
further requirements, if any, as may be specified in any rules subsequently made under Chapter
IV of the Act, provided that where such further requirements are specified in the rules, these
would come into force four months after publication in the Official Gazette.

'Amended by G.O.I. Notification No. GSR 444 dt. 28.4.1973.
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(1) The licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record his impression and defects noticed.

’(m) The licensee shall maintain reference samples from each batch of the drugs
manufactured by him in a quantity which is at least twice the quantity of the drug required to
conduct all the tests performed on the batch. In case of drugs bearing an expiry date on the label,
the reference samples shall be maintained for a period of three months beyond the date of expiry
of potency. In case of drugs where no date of expiry is specified on the label the reference
samples shall be maintained for a period of three years from the date of manufacture.

3 (n)The licensee, who has been granted alicense in Form 28-B shall-

(i) forward to the licensing authority of the concerned States  of
manufacture and supply of the drug a statement of the sales effected to
manufacturers, wholesalers, retailers, hospitals, dispensaries and nursing-
homes and Registered Medical Practitioners every three months

(i) maintain accounts of all transactions giving details as indicated below in a
register bound and serially page numbered and such records shall be
retained for a period of five years or one year after the expiry of potency,
whichever islater:-

A. Accounts of the drugs specified in Schedule X used for the manufacture:-

Date of issue

Name of the drug

Opening balance of stock on the production day.

Quantity received, if any, and source from where received.
Quantity used in manufacture.

Balance quantity on hand at the end of the production day.
Signature of the person in charge.

Nouor~wdrE

' Amended by G.O.I. Notification NO. F.1-14/68-B dit 26.10.1968.
’Ins. by .GO.I. Notification No. GSR 444 dt 28.4.1973.
¥ Ins. by .GO.I. Notification No. GSR 462(E) dt 22.6.1982.
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B. Accounts of Production.:-

Date of manufacture,

Name of the drug,

Batch Number

Quantity of raw material used in manufacture.
Anticipated yield.

Actual yield,

Wastage,

Quantity of the manufactured goods transferred.

ONOUTAWNE

C. Accounts of the manufactured drugs:-

Date of manufacture,

Name of the drug,

Batch Number,

Opening Balance,

Quantity manufactured,

Quantity sold,

Name of the purchaser and his address,
Balance quantity at the end of the day,

N OA~WNE

(0) Thelicensee shall store drugs specified in Schedule X in bulk from and when any of such
drug is required for manufacture in a place other than its place of storage it shall be kept in a
separate place under the direct custody of aresponsible person.]

(p) The licensee shall comply with the requirements of ‘Good Manufacturing Practices as
laid down in Schedule M.]

278-A. Conditions of licence in Form 28-A—— (1) The licence in Form 28-A shall be deemed
to be cancelled or suspended, if the licence owned by the licensee in Form 28 whose
manufacturing facilities have been availed of by the licensee is cancelled or suspended, as the
case may be, under these rules.

!Ins. by G.O.I. Notification No. GSR 735(E) dt 24.6.1998.
?Amended by G.O.I. Notification No. F.1-14/68-D dt 26.10.1968.
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(2) The licensee shall comply with the provisions of the Act, and of these rules and with such
further requirements if any, as may be specified in any rules subsequently made under Chapter
IV of the Act, provided that where such further requirements are specified in the rules, those
would come into force four months after publication in the official Gazette.

(3) The licensee shall test each batch or lot of the raw materia used by him for the
manufacture of his products and also each batch of the final product and shall maintain records
or registers showing the particulars in respect of such tests as specified in Schedule U. Records
or registers shall be retained, in the case of a substance for which a potency date is fixed, for a
period of two years from the expiry of such date and in the case of other substances, for a period
of five years from the date of manufacture. The licensee shall allow an Inspector to inspect all
registers and records maintained under these rules and shall supply to the Inspector such
information as he may require for the purpose of ascertaining whether the provisions of the Act
and these rules have been observed.

(4) The licensee shall either (i) provide and maintain to the satisfaction of the Licensing
Authority adequate staff and adequate laboratory facilities for carrying out tests of the strength,
quality and purity of the substances manufactured by him or (ii) make arrangements with some
institution approved by the Licensing Authority for such tests to be regularly carried out on his
behalf by the institution.

(5) The licensee shall furnish to the Licensing Authority, if required to do so, data on the
stability of drugs which are likely to deteriorate for fixing the date of expiry which would be
printed on the labels of such drugs on the basis of the data so furnished.

1(6) The licensee shall maintain reference samples from each batch of the drug manufactured
by him in a quantity which is at least twice the quantity of the drug required to conduct all the
tests performed on the batch. In case of drugs bearing an expiry date on the labels, the reference
samples shall be maintained for a period of three months beyond the date of expiry of potency.
In case of drugs where no date of expiry of potency is specified on the label, the reference
samples shall be maintained for a period of three years from the date of manufacture.

2[(7) The licensee shall maintain an Inspection Book in form 35 to enable an Inspector to
record his impressions and the defects noticed.]

¥79. Inspection before grant or renewal of licence—Before a licence under this part is

!Ins. by G.O.I. Notification No. GSR 444 dt 28.4.1973.
’Ins. by G.O.l. Notification No. GSR 331(E) dt 8.5.1984.
3Subs. by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
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granted or renewed the Licensing Authority or Central Licence Approving Authority, as the case
may be, shall cause the establishment in which the manufacture is proposed to be conducted or
being conducted to be inspected by one or more Inspectors appointed under this Act with or
without an expert in the concerned filed. The Inspector or Inspectors shall examine all portions
of the premises, plant and appliances and also inspect the process of manufacture intended to be
employed or being employed along with the means to be employed or being employed for
standardizing and testing the drugs to be manufactured or being manufactured and enquire into
the professional qualifications of the Technical Staff to be employed. He shall also examine and
verify the statements made in the application in regard to their correctness, and the capability of
the applicant to comply with the requirements of competent technical staff, manufacturing plants,
testing equipments and the ‘Requirements of Good Manufacturing Practices and the
‘Requirements of Plant and Equipment’ as laid down in Schedule M read with the Requirements
of Maintenance of Records aslaid down in Schedule U.

80. Report by Inspector.—The Inspector shall forward a detailed descriptive report giving
his findings on each aspect of inspection along with his recommendations after completion of his
ingpection in accordance with the provisions of Rule 79, to the Licensing Authority or Central
Licence Approving Authority, as the case may be.]

81. Procedure of Licensing Authority.—(1) If the Licensing Authority Y{or Central Licence
Approving Authority, as the case may be,] after such further enquiry, if any, as he may consider
necessary, is satisfied that the requirements of the Rules under the Act have been complied with
and that the conditions of the licence and the Rules under the Act will be observed, he {shall
issue alicence under this Part].

(2) If the Licensing Authority [or Central Licence Approving Authority, as the case may
be,] is not so satisfied, he shall reject the application and shall inform the applicant of the reasons
for such rejection and of the conditions which must be satisfied before a licence can be granted
and shall supply the applicant with a copy of the inspection report.

%82. Further application after rejection.—If within aperiod of six months from the rejection
of an application for alicence the applicant informs the Licensing Authority [or Central Licence
Approving Authority, as the case may be,) that the conditions laid down have been satisfied and
deposits an inspection “[fee of rupees two hundred and fifty] the Licensing Authority ‘{or Central
Licence Approving Authority, as the case may be,]may, if after causing a further inspection to be

'Ins. by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
“Subs. by G.O.I. Notification No. GSR 119(E) dit 11.3.1996.
*Ins. by G.O.I. Natification No. F.1-16/57-D dt 15.5.1959.

“Subs. by G.O.1. Notification No. GSR 601(E) dt 24.8.2001.
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made, he is satisfied that the conditions for the grant of a licence have been complied with, [in
respect of drugs notified under Rule 68-A] issue alicence in Form 28 4 or Form 28-B].

83. Renewal.—On application being made for renewal, the licensing authority may cause an
ingpection to be made and, if satisfied that the condition of the licence and the Rules under the
Act are, and will continue to be observed, 3he shall prepare a report to that effect in respect of
those drugs which have been notified by the Central Government under Rule 68-A and forward it
aong with the application to the Central Licence Approving Authority], and “[he shall issue a
certificate of renewal under this Part].

°83-A. Certificate of a renewal of a loan licence—The certificate of renewa of a loan
licencein Form 28-A shall beissued in Form 26-A.

®83-AA. Duration of loan licence—An original loan licence in Form 28-A or a renewed
loan licence in Form 26-A, unless sooner suspended or cancelled, shall be ‘[valid for a period of
five years on and from the date on which] it is granted or renewed.

®Provided that if the application for the renewal of alicence is made before its expiry, or if
the application is made within six months of its expiry, after payment of the additional fee, the
licence shall continue © be in force until orders are passed on the application and the licence
shall be deemed to have expired if the application for its renewal is not made within six months
of itsexpiry.

84. The provisions of this Part shal apply to the manufacture of drugs for sale
notwithstanding that such drugs are manufactured for sale outside India.

¥84-A. Provision for appeal to the State Government or Central Government by party whose
licence has not been granted or renewed.-  Any person who is aggrieved by the order passed
by the Licensing Authority or the Central Licence Approving Authority, as the case may be,
refusing to “[grant or renew a licence under this Part], may within thirty days from the date of
receipt of such order, appeal to the State Government or Central Government, as the case may
be, and the State Government or the Central Government may, after such enquiry into the matte,

'Subs. by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
“Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982
¥Subs. by G.O.I. Notification No. GSR 923(E) dit 14.12.1992.
“Subs. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996..
°Ins. by G.O.I. Notification No. F1-16/57-B dt 15.6.1959.
®Amended by G.O.I. Notification No. S.0.2139 dt 12.8.1972.
"Subs. by G.0.I. Notification No. GSR 601(E) dt 24.8.2001
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as is considered necessary and after giving the said person an opportunity for representing his
views, may pass such order in relation thereto as it thinks fit.] .

84-AA Additional information to be furnished by an applicant for licence or a licensee to
the licensing authority.—The applicant for the grant of alicence or any person granted alicence
under this Part s hall, on demand, furnish to the Licensing Authority before the grant of the
licence or during the period the licence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation on rental or other basis of the premises, specified in the
application for licence or in the licence granted, constitution of the firm or any other relevant
matter which may be required for the purpose of verifying the correctness of the statements made
by the applicant or the licensee, while applying for or after obtaining the licence, as the case may
be.

184-B. Prohibition for the manufacture for sale of cyclamates and preparations containing
cyclamates. —No person shall manufacture for sale cyclamates and preparations containing
cyclamates.

2[85. Cancellation and suspension of licences—(1) The Central Licence Approving
Authority may, after giving the licensee an opportunity to show cause why such an order should
not be passed, by an order in writing stating the reasons therefor, cancel a licence issued under
this Part, or suspend it for such period as he thinks fit either wholly or in respect of any of the
drugs to which it relates J[or direct the licensee to stop manufacture, sale or distribution of the
said drugs and an Inspector], if in his opinion, the licensee has failed to comply with any of the
conditions of the licencee or with any provisions of the Act or rules made thereunder.

(2) The Licensing Authority may, for such licences granted or renewed by him, after giving
the licensee an opportunity to show cause why such an order should not be passed, by an order in
writing stating the reason therefor, cancel a licence issued under this Part or suspend it for such
period as he thinks fit, either wholly or in respect of some of the substances © which it relates,
3or direct the licensee to stop manufacture, sale or distribution of the said drugs and an
Inspector] if, in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provision of the Act or Rules thereunder.

“[(3) A licensee whose lice has been suspended or cancelled by the Central Licence
Approving Authority or Licensing Authority under sub-rule (1) or sub-rule (2), as the case may

!Ins. by G.O.I. Notification No. S.0.2358 dt 26.8.1972.
“Subs, by G..O.1. Notification No. GSR 923(E) dt 14.12.1992
®Subs. by G.O.I. Notification No. GSR 20(E) dt 11.1.1996.

* Ins. by G.O.I. Natification No. 615(E) dt 9.8.1994.
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be, may within ninety days of the receipt of a copy of the order by him prefer an apped to the
Central Government or the State Government, as the case may be, and the Central Government
or the State Government may after giving the licensee an opportunity of being head, confirm,
reverse or modify such order.]

PART VII-A
2[l\/IANUFACTURE FOR SALE OR FOR DISTRIBUTION] OF HOMOEOPATHIC MEDICINES

85-A. Manufacture on more than one set of premises—If Homoeopathic medicines are
manufactured in more than one set of premises a separate application shall be made and a
separate licence shall be obtained in respect of each such set of premises.

85-B. Application for licence to manufacture Homoeopathic medicines—(1) Application
for grant or renewa of licences to manufacture for sale {or for distribution] of Homoeopathic
medicines shall be made to the Licensing Authority appointed by the State Government for the
purpose of this Part (hereinafter in this Part referred to as the Licensing Authority) and shall be
made in Form 24-C.

%2) The application in Form 24-C shall be accompanied——

(@ by afeeof “rupees two hundred] for the manufacture of Homoeopathic mother
tinctures and potentised preparations and an inspection fee of “[rupees one
hundred] ten for the first inspection or “[rupees fifty] in case of inspection for
renewal of licence;

(b) by afee of rupees two hundred for the manufacture of Homoeopathic potentised
preparations only, and an inspection fee of rupees one hundred for the first
inspection or rupees fifty e in case of inspection for renewal of licence;

(c) by afee of rupees “[two hundred] for the manufacture of potentised preparation
from back potencies by pharmacies which are aready licensed to sdll
Homoeopathic medicines by retail and an inspection fee of rupees “[one hundred]
for the first inspection or “[rupees fifty] in case of inspection for renewal of
licence.

!Added under G.O.l.Natification No. F. 1-35/64-D, dtd 18.8.1964.
% Ins. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985.

® Amended G.O.I. Notification No. G.S.R. 245 dtd 11-2-1976.

* Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
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%(3) If a person applies for renewal of a licence after its expiry but within six months of such
expiry, the fee payable for the renewal of such alicence shall be—

(a) qrupees two hundred] plus an additional fee at the rate of 4rupees one hundred]
per month or part thereof and an inspection fee of qrupees fifty] for the
manufacture of Homoeopathic mother tinctures and potentised preparations,

(b) qrupees two hundred] plus an additional fee at the rate of 4rupees one hundred]
per month or part thereof and an inspection fee of {rupees fifty] for the
manufacture of Homoeopathic potentised preparations only;

(c) I[rupees two hundred] plus an additional fee at the rate of ?[rupees one hundred]
per month or part thereof and an inspection fee of qrupees fifty] for the
manufacture of Homoeopathic mother tinctures and potentised preparations from
back potencies by pharmacies who are aready licensed to sell Homoeopathic
medicines by retail.]

(4) A fee of Yrupees fifty] shall be paid for a duplicate copy of the licence for the
manufacture of Homoeopathic mother tinctures and potentised preparations issued under sub-
rule (1) if the original is defaced, damaged or lost. While the fee to be paid for such a duplicate
copy of the licence for the manufacture of Homoeopathic potentised preparations only shall be
[*rupees fifty].

%(5) Applications by licensee to manufacture additional items of Homoeopathic medicines
shall be made to the Licensing Authority and such applications shall be accompanied by a fee of
“[rupees fifty] for each additional item.]

85C. Application to manufacture ‘New Homoeopathic medicines —Subject to the other
provisions of these Rules—

(1) no ‘New Homoeopathic medicine’ shall be manufactured unlessit is previously approved
by the Licensing Authority mentioned in rule 21,

(2) the manufacturer of ‘New Homoeopathic medicine’, when applying to the Licensing
Authority mentioned in sub-rule (1) shall produce such documentary and other evidence as may
be required by the Licensing Authority for assessing the therapeutic efficacy of the medicine
including the minimum provings carried out with it.

! Amended by G.O.I Natification No. GSR 245 dt 11.2.1976.
% Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
®Ins. by G.O.I. Notification No. GSR 13(E) dt 7.1.1993.



133

(3) While applying for a licence to manufacture a ‘New Homoeopathic medicine an
applicant shall produce along with his application evidence that the ‘New Homoeopathic
medicine for the manufacture of which application is made has already been approved.

Explanation—The term ‘New Homoeopathic medicine’ in this rule shall have the same
meaning asin rule 30-AA.

185-D. Form of licence to manufacture Homoeopathic medicines—Licence for manufacture
of Homoeopathic medicines is a licence to manufacture potentised preparations from back
potencies by Pharmacies who are already licensed to sell Homoeopathic medicines by retail and
shall be granted in Form 25-C.

85-E. Conditions for the grant or renewal of a licencein Form 25-C.—Before alicencein
Form 25-C is granted or renewed the following conditions shall be complied with by the
applicant :—

(1) The manufacture of Homoeopathic medicines shall be conducted under the direction
and supervision of competent technical staff consisting at least of one person who is
awhole time employee Jand who is—

a) a graduate in Science with Chemistry as one of the subjects with three years
experience in manufacture of Homoeopathic Medicines; or

b) a graduate in Pharmacy with 18 months of experience in the manufacture of
Homoeopathic medicines; or

¢) holds qualification as defined under sub-clause (g) of clause (1) of Section 2 of
Homoeopathy Central Council Act, 1973 (59 of 1973) with 18 months of
experience in the manufacture of Homoeopathic medicines.

Provided that the persons who are aready in employment with five years' experiencein
the manufacture of Homoeopathic medicines and whose name was accordingly entered
in any licence granted in Form 25-C for manufacture of different classes of
Homoeopathic medicines included in them shall be deemed to be qualified for the
purpose of thisrule.]

¥(2) The factory premises shall comply with the requirements and conditions specified
in Schedule M-I :

' Amended by G.O.1.. Notification No.F.1-59/68-D dt 19.11.1969.
“Subs. by G.O.I. Notification No. GSR 812(E) dt 14.11.1994.
¥Subs. by G.O.I. Notification No. GSR 570(E) dt 12.6.1987"
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Provided that where the Licensing Authority considers it necessary or expedient so to
do, it may having regard to the nature and extent of manufacturing operations, relax or
suitably alter the said requirements or conditions in any particular case for reasons to be
recorded inwriting.]

(3) The applicant for manufacture of Homoeopathic mother tinctures shall either (i)
provide and maintain adequate staff, premises and laboratory equipment for
identifying the raw materials and for testing the mother tinctures wherever
possible, or (ii) make arrangements with some institution approved by the
Licensing Authority under Part XV(A) of these rules for such tests, wherever
possible, to be regularly carried out on his behalf by that institution.

(4) The premises where Homoeopathic medicines are manufactured shall be distinct
and separate from the premises used for residential purposes.

(5) Homoeopathic medicines shall not be manufactured simultaneously with drugs
pertaining to other systems of medicine.

(6) The applicant shall make arrangements for proper storage of Homoeopathic
medicines manufactured by him.

Provided that in case potentised preparations are made in a Pharmacy holding licence in
Form 20-C, the conditions (2) and (3) shal not apply. The licensee shal ensure to the
satisfaction of the Licensing Authority that the products manufactured by it, conform to the
claims made on the label .]

2[85-EA Inspection before grant or renewal of licence- Before a licence under this Part is
granted or renewed in Form 25-C or Form 26-C, the Licensing Authority shall cause the
establishment, in which the manufacture is proposed, to be conducted or being conducted, to be
inspected by one or more Inspectors appointed under the Act. The Inspector or Inspectors shall
examine all portions of the premises, plant and appliances and also inspect the process of
manufacture intended to be employed or being employed along with the means to be employed
or being employed for standardizing and testing the substances to be manufactured and inquire
into the professional qualifications of the technical staff to be employed. He shall also examine
and verify the statements made in the application in regards to their correctness, and the
capability of the applicant to comply with the requirements of competent technical staff,
manufacturing plants, testing equipments and the requirements of plant and equipment as laid
down in Schedule M-I read with the requirements of maintenance of records as laid down in
Schedule U.

! Amended by G.O.I. Notification No. F.1-59/68-D dt 19.11.1969.
?Ins. by G.O.l. Natification No. GSR 493(E) dt 9.6.1995.
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85-EB Report by Inspector.- The Inspector or Inspectors shall forward a detailed descriptive
report giving his or their findings on each aspect of inspection along with his or their
recommendations after completion of his or their inspection to the Licensing Authority.

85-EC.Grant or refusal of licence.- (1) If the Licensing Authority after such further enquiry,
if any, as he may consider necessary is satisfied that the requirements of the rules under the Act
have been complied with and that conditions of the licence and the rules under the Act shall be
observed, he shall grant or renew alicence in Form 25-C or Form 26-C.

(2) If the Licensing Authority is not so satisfied, he shall regject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which must be
satisfied before a licence can be granted or renewed and shall supply the applicant with a copy of
Inspection report.

85-ED. Further application after rejection.- If with a period of six months from the rejection
of an application for a licence, the applicant informs the Licensing Authority that the conditions
laid down have been fulfilled and deposits an inspection fee of Y[rupees two hundred and fifty],
the Licensing Authority may, if, after causing further inspection to be made, he is satisfied that
the conditions for the grant of licence have been complied with, issue a licence in Form 25-C or
Form 26-C.

85-EE Appeal to the State Government.- Any person who is aggrieved by the order passed
by the Licensing Authority refusing to grant or renew alicence under this Part may within ninety
days from the date of receipt of such order, appea to the State Government and the State
Government may, after such enquiry into the matter as is considered necessary and after giving
the said person an opportunity for representing the case, pass such order asit thinksfit.]

85-F. Duration of licence—An original licence or a renewed licence unless it is sooner
suspended or cancelled shall be Y[valid for a period of five years on and from the date on which]
it is granted or renewed:

“Provided that if the application for renewal of alicencein force is made before its expiry or
if the application is made within six months of its expiry, after payment of additional fee, the
licence shall continue to be in force until orders are passed on the application and the licence
shall be deemed to have expired if application for its renewal is not made within six months of its

expiry.

" Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
?Amended by G.O.I. Notification No. S.0.2139 dtd 12-8-1972. .
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85-G.Certificate of renewal —The certificate of renewa of alicence in Form 25-C shall be
issued in Form 26-C.

85-H. Conditions of licence—A licence in Form 25-C shall be subject to the conditions
stated therein and to the following further conditions, namely :—

(@) thelicensee shall provide and maintain staff and premises as specified in rule 85-E;

(b) the licensee shall allow an ‘Inspector appointed under the Act to enter, with or
without prior notice, any premises where the manufacture of a Homoeopathic
medicine in respect of which the licence is issued is carried on, to inspect the
premises and to take samples of the manufactured Homoeopathic medicines,

(c) thelicensee shal allow an Inspector to inspect all registers and records maintained
under these rules and shall supply to the Inspector such information as he may
require for the purpose of ascertaining whether the provisions of the Act and the
Rules made thereunder have been observed;

%(d) the licensee shall maintain an Inspection Book in Form 35 to enable an Inspector to
record hisimpressions and defects noticed,;

(e) the licensee shall comply with the following conditions in respect of mother
tinctures manufactured by hinr

(i) the crude drug used in the manufacture of the mother tincture shall be identified
and records of such identification shall be kept [for aperiod of five years].

(i) the total solids in the mother tincture shall be determined and records of such
tests shall be kept 3[for a period of five years].

(iii) the alcohol content in the mother tincture shall be determined and records of the
same shall be maintained [for a period of five years).

(iv) the containers of mother tinctures shall preferably be of glass and shall be clean
and free from any sort of impurities or adhering matter. The glass shall be
neutral as far as possible.

(v) in the process of manufacture of mother tinctures hygienic conditions shall be
scrupulously observed by the licensee. Storage and handling conditions shall
also be properly observed by the licensee according to Homoeopathic principles.

'Amended by G.O.I. Natification No. G. S. R. 444 dtd 28-4-1973.
>Amended by G.O.I. Notification No. F-1-14/ 68-D, dated 26-10-68.
®Ins. by .O.I. Notification No. GSR 13(E) dt 7.1.1983.
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(ea) no colour shall be added to any Homoeopathic medicines :
Provided that caramel may beaded to combination of Homoeopathic preparations
with syrup base]]

) records shall be maintained of Homoeopathic medicines containing acohol and the
quantities sold together with names and addresses of parties to whom sold.? [Such
records shall be maintained for a period of five years.]

¥85-HH Additional information to be furnished by an applicant for the licence or a licensee to
the Licensing Authority.-The applicant for the grant of licence or any other person granted a
licence under this Part shall, on demand, furnish to the Licensing Auhority, before the grant of
the licence or during the period the licenceisin force, as the case may be, documentary evidence
in respect of the ownership or occupation in rental or other basis of the premises, specified in the
application for licence or in the licence granted, congtitution of the firm or any other relevant
matters which may be required for the purpose of verifying the correctness of the statements
made by the applicant or the licensee, while applying for or after obtaining the licence, as the
case may be.

85-1. Cancellation and suspension of licences——(1) The Licensing Autority may, after
giving the licensee an opportunity to show cause why such an order should not be passed, by an
order in writing stating the reasons therefore, cancel alicence issued under this Part or suspend it
for such period as he thinks fit, either wholly or in respect of some of the substances to which it
relates if, in his opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or Rules made thereunder.

*(2) A licensee whose licence has been suspended or cancelled may, within three months of
the date of the order under sub-rule (1), prefer an appea against that order to the State
Government, which shall decide the same.

PART VIlII— MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS
86. Conditions relating to manufacture for examination, test or analysis—The provisions

of Section 18 of the Act shall not apply to the manufacture of any drug in small quantities for the
purpose of examination, test or analysisif the conditions prescribed in this Part are fulfilled.

'Ins. by G.0.I. Natification No. GSR 680(E) dt 5.12.1980
%Ins. by G.O.I. Notification No. GSR 13(E) dt 7.1.1983.
$Added by G.O.I. Notification No. S. O. 2139 dtd 12-8-1972.
“Amended G.O.I. Notification No. G SR. 926 dtd 16-7-1977.
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87.Labelling—Any drug manufactured for the purpose of examination, test or anaysis
shall be kept in containers bearing labels indicating the purpose for which it has been
manufactured.

88.Labelling of drugs supplied to other persons—If any drug manufactured for the purpose
of examination, test or analysisis supplied by the manufacturer to any other person, the container
shall bear a label on which shall be stated the name and address of the manufacturer, the
accepted scientific name of the substance if known, or if not known a reference which will
enable the substance to the identified and the purpose for which it has been manufactured.

89.Licence.—If the person proposing to manufacture a drugs for the purpose of examination,
test or analysis does not hold a licence in Form 25 or Form 28 in respect of such drugs he shall,
before commencing such manufacture, obtain alicence in Form 29.

Provided that in the case of a drug the composition of which is such that the drug is not
generally recognized among experts qualified by scientific training and experience to evaluate
the safety of drugs as safe for use, no licence in Form 29 shall be granted unless the applicant
produces a certificate from the “Licensing Authority” mentioned in rule 21, to the effect that
there would be no objection to such licence being granted.

90. Form of application.——(1) An application for alicence in Form 29 shall be made to the
Licensing Authority appointed by the State Government for the purpose of this Part (hereafter in
this Part referred to as the Licensing Authority) in Form 30 and shall be made by or
countersigned by the head of the institution in which, or a director of the firm or company by
which, the substance will be manufactured.

%(2) Every application in Form 29 shall be accompanied by a fee of [rupees two hundred
fifty.].

91. Duration of licence—A licence in Form 29 shall, unless sooner cancelled, be in force
for a period of one year from the date of issue, and may thereafter be renewed for periods of one
year at atime.

92. Conditions of licence—A licence in Form 29 shall be subject to the following
conditions—

(a) the licensee shall use the drugs manufactured under the licence exclusively for
purpose of examination, test or analysis, and shall carry on the manufacture and
examination, test or analysis at the place specified in the licence;

' Added under G.O.1. Natification No. F. 1-19/59-D, dtd 13-6-1961.
“Added by G.O.I. Notification No. S. O. 903 dtd 28-2-1976
% Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001
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(b) the licensee shall alow any ‘Inspector appointed under the Act to enter, with or
without notice, the premises where the drugs are manufactured and to satisfy
himself that only examination, test or analysis work is being conducted,;

(c) the licensee shall keep a record of the quantity of drugs manufactured for
examination, test or analysis and of any person or persons to whom the drugs have
been supplied;

(d) the licensee shall comply with such further requirements, if any, applicable  the
holders of licencesin Form 29 as may be specified in any Rules subsequently made
under the Act and of which the Licensing Authority has given him not less than one
month’s notice;

(e) the licensee shall maintain an Inspection Book to enable an Inspector to record his
impressions and defects noticed.

93. Cancellation of licences—(1) The Licensing Authority may after giving the licensee an
opportunity to show cause why such an order should not be passed, by an order in writing stating
the persons therefore, cancel a licence issued under this Part, either wholly or in respect of some
of the substances to which it relates, if, in his opinion, the licensee has failed to comply any of
the conditions of the licence or with any provisions of the Act or Rul es thereunder.

%2) A licensee whose licence has been suspended or cancelled may appea to the State
Government within three months of the date of the order.

PART IX
LABELLING AND PACKING OF DRUGS OTHER THAT
HOMOEOPATHIC MEDICINES

94. Exemption of certain drugs from certain provisions of this Part— (1) Labels on packages
or containers of drugs for export shall be adapted to meet the specific requirements of the law of
the country to which the drug is to be exported but the following particulars shall appear in a
conspicuous position on the innermost container in which the drug is packed and every other
covering in which that container is packed:

(@ name of the drug;

(b) the name, address of the manufacturer and the number of the licence under which
the drug has been manufactured;

(c) batch or lot number;

(d) date of expiry, if any.

' Amended by G.O.I. Notification No. F.1-10/68-D, dtd 17.6.1969.
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Provided that where a drug, not classified under Schedule F, Schedule F(1) and Schedule X,
blood products, Narcotic and Psychotropic Substances is required by the consignee to be not
labeled with the name and address of the manufacturer, the labels on packages or containers shall
bear a code number as approved by the Licensing Authority mentioned in rule 21.]

%(2) The provisions of rules 96 to 101 inclusive, shall not apply to a medicine made up ready
for treatment, whether after or without dilution, which is supplied on the prescription of a
registered practitioner provided that:

(i) the medicine is labelled with the following particulars :---

(@ Thename and address of the supplier;

(b)  The name of the patient and the quantity of the medicine;

(c) The number representing serial number of the entry in the prescription register;
(d) Thedose, if the medicineisfor internal use;

%(e) The words ‘FOR EXTERNEL USE ONLY’ if the medicine is for external
application].

(i) Condition (3) of the conditionsin rule 65 is satisfied.

95. Prohibition of sale or distribution unless labelled.—Subject to the other provisions of
these Rules, no person shall sell or distribute any drug (including a patent or proprietary) unless
it islabelled in accordance with these Rules.

“96. Manner of Labelling :--- (1) Subject to the other provisions of these rules, the following
particulars shall be either printed or written in indelible ink and shall appear in a conspicuous
manner on the label of the innermost container of any drug and on every other covering which
the container is packed, namely : ---

(i) The name of the drug
[(A) For this purpose, the proper name of the drug shall be printed or written in a
more conspicuous manner than the trade name, if any, which shall be shown
immediately after or under the proper name and shall be]—

(a) for drugsincluded in the Schedule F or Schedule F (1), the name given therein;

! Ins. by G.O.I. Notification No. GSR 676(E) dt 2.6.1988.
“Amended by G.O.I. Notification No. F.1-19/59-D, dtd 13-6-1961.
¥Subs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982.
“Amended under G.O.I. Notification No. GSR19 dt 7-1-1978
®Subs. by G.O.1. Notification No. GSR 27(E) dt 17.1.1981.
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(b) for drugsincluded in the India Pharmacopoeia or the official pharmacopoeia and
official compendia of drug standards prescribed in the rule 124, the name or
synonym specified in the respective official pharmacopoeias and official
compendia of drug standards followed by the letters ‘1.P., or, as the case may be,
by the recognized abbreviations of the respective official pharmacopoeias and
official compendia of drug standards;

(c) for drugs included in the National Formulary of India, the name or synonym
specified therein followed by the letters *N.F.1.";

(d) for other drugs, the international nontproprietary name, if any, published by the
World Health Organisation or where an international non-proprietary name is not
published, the name descriptive of the true nature or origin of the substance;

[ Clause B inserted by Notification No. GSR 27(E) dt 17.1.81 was deleted as per
G.O.l. Natification No. GSR 94(E) dt 8.2.2000.

(i) A correct statement of the net content in terms of weight, measure, volume, number
of units of contents, number of units of activity, as the case may be, and the weight,
measure and volume shall be expressed in Metric system.

(iii) The content of active ingredients.

This shall be expressed---

(a) for oral liquid preparations in terms of the content per single dose being indicated
in 5 milliliters '[** *] :

Provided that where the dose is below 5 milliliters the contents of active

ingredients may be expressed in terms of one milliliter;or fraction thereof ]

Provided further that where the single dose is more than 5 milliliters, the contert of active
ingredients shall be expressed in terms of minimum single dose as approved by the licensing
authority.]

(b) for liquid parenteral preparations ready for administration in terms of 1 milliliters
or percentage by volume or per dose in the case of single dose container :

! Amended/Inserted by G.O.I. Notification No. GSR 285(E) dt 16.7.1996.
?Ins. by G.O.I. Notification No. GSR 681(E) dt 5.12.1980.
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Provided that if the preparation is contained in an ampoule it will be enough
of the composition is shown on the label or wrapper affixed to any package
in which such ampouleisissued for sae;

(c) for drugs in solid form intended for parenteral administration, in terms of
units or weight per milligram or gram;

(d) For tablets, capsules, pills and the like, in terms of the content in each tablet,
capsule, pill or other unit, as the case may be;

(e) for other preparations, in terms of percentage by weight or volume or in
terms of unitage per gram or milliliter, as the case may be:

Provided that clause (iii) shall not apply to the pharmacopoeia preparations
where the composition of such preparation where the composition of such
preparation is specified in the respective pharmacopoeia and to a preparation
included in the National Formulary of India;

(iv) [ The name of the manufacturer and the address of the premises of the manufacturer
where the drug has been manufactured.]

Provided that of the drug is contained in an ampoule or a similar small container, it
shall be enough if only the name of the manufacturer and his principal place of
Imanufacture] isshown;

(v) A distinctive batch number, that is to say, the number by reference to which details
of manufacture of the particular batch from which the substance in the container is
taken are recorded and are available for inspection, the figure representing the batch
number being preceded by the words ‘Batch No.” or ‘B. No.” or ‘Batch’ or ‘Lot No.’
or‘Lot’;

NOTE
(1) In the case of drugs manufactured by a continuous process, like manufacture of
magnesium sulphate, pharmaceutical chemicals etc., the production resulting in one
homogenous mix of the finished products shall be considered as one “Batch”.

(2) In the case of powders, liquid orals, ointments etc., one “Batch Number” shall be
assigned to all the containersfilled from one homogenous bulk.

'Subs. by G.O.I. Notification No. GSR 491(E) dt 25.7.1991.
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(3) In the case of tablets, capsules, lozenges, troches, etc., one “Batch Number” shall be
assigned to the products manufactured from one homogenous mix ready for
compression or filling.

(4) In the case of parenteral preparations sterilized by steam under pressure, one “Batch
Number” shall be assigned to all containers filled from one homogenous bulk
solution and sterilized in one sterilizer load.

(5) Inthe case of containers of parenteral preparations filled from one homogenous bulk
solution and sterilized in more than one sterilizer load, the “Batch Number” assigned
to the containersin the different sterilizer loads shall be the same “Batch Number” as
is assigned to the homogenous bulk solution, provided the samples taken from all the
sterilizer loads pass the sterility test, and are kept separate from one another until the
report of the sterility test is available.

EXPLANATION =-- For the purpose of chemical and other tests, representative samples
from al containers filled from the homogenous bulk solution should be taken.

(6) In the case of parenteral and other sterile products filled asepticaly, a “Batch
Number” shall be assigned to all containers filled from one homogenous mix during
one filling operation, the filling operation being completed in a period of not more
than a day and during which no schedule change in the filling assembly is made.

When containers are filled from one homogenous mix, in a number of filling operations, the
“Batch Number” assigned to the containers filled in individual filling operations shall be the
same “Batch Number” as is assigned to the homogenous mix, provided the samples taken from
all the different filling operations pass the sterility tests, and are kept separate from one another
until the report of the sterility test is available.

EXPLANATION : --- For the purpose of chemical and other tests, representative samples
from al containersfilled from the homogenous mix should be taken.

(7) In the case of medicinal gases produced by a continuous process of operation a
week’ s production from one tank load shall be considered as a Batch :

(vi) Every drug manufactured in India shall bear on its label the number of the licence
under which the drug is manufactured, the figure representing the manufacturing
licence number being preceded by the words “Manufcaturing Licence Number” or
“Mfg. Lic. No.” or “M.L.";

(vii) Drugs specified in Schedule P and their preparations including combinations with
other drugs shall bear on their labels the date of manufacture, and the date of expiry
of potency, and the period between the date of manufacture and the date of expiry
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shall not exceed that laid down in the said Schedule Yunder the conditions of
storage specified therein. Drugs and their preparations not included in Schedule
P], shall bear on their labels the date of their manufacture and also the date of their
expiry which shall not exceed sixty months from the date of manufacture]

Provided that this period may be extended by the Licensing Authority specified in
clause (b) of rule 21 in respect of any specified drug if satisfactory evidence is
produced by the manufacturer to justify such an extension.

(viii)Drugs specified in Schedule C (1) and their preparations including combinations

(ix)

with other drugs shall bear on te labels (a) the date of manufacture, (b) date of
expiry of potency fixed by the manufacturer, and (c) where such drugs are
imported, also the number of licence under which the drug is imported, preceded by
the words “Import Licence”

IProvided that drugs in bulk form included in Schedule C(l) which are not ready
for use and not included in Schedule P need not bear on the label the date of expiry
of potency;]

2 [Provided further] that no reference shall be made to any other licence number
granted by any authority outside India on any label or container or in any covering
in which the container is packed or in any other matter or advertisement enclosed
herewith;

Every drug intended for distribution to the medical profession as a free sample
shall, while complying with the labelling provisions under clauses (i) to (viii),
further bear on the label of the container the words ‘ Physician’s Sample—Not to be
sold” which shall be overprinted.

(x) If any preparation contains not less than 3 per cent by volume of alcohol the

quantity of alcohol shall be stated in terms of the average percentage by volume of
absolute alcohol in the finished products.]

“[(xi)In addition to the other particulars which are required to be printed or written under

these rules, the label of innermost container of the following categories of drugs and
every other covering in which the container is packed shall bear a conspicuous red
vertical line on the left side running throughout the body of the label which should
not be less than 1mm in width and without disturbing the other conditions printed

!Ins. by G.O.I. Notification No. GSR 487(E) dt 2.7.1984 &
Subs. by G.O.I. Notification No.GSR 813(E) dt 27.7.1998.

%Ins. by G.O.I.
®Ins. by G.OLI.
*Ins. by G.O.I.

Notification No. GSR 487(E) dt 2.7.1984
Notification No. GSR 462(E) dt 22.6.1982
Notification No. GSR 597(E) dt 17.6.1992.
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on the label under these rules, namely:-

Narcotic analgesics, hypnotics, sedatives, tranquillisers, corticosteroids, hormones,
hypoglycemics, antimicrobials, antiepileptics, antidepressants, anticoagulants, anti-
cancer drugs and all other drugs falling under Schedules ‘G’, ‘H’, and ‘X’ whether
covered or not in the above list:

Provided that the provisions of this clause shall not apply to.-
(@) preparationsintended for animal treatment;
(b) preparationsintended for external use;
(c) Ophthamic preparations and ear drops; and
(d) Sterile preparations such as sutures, surgical dressings and preparations intended
for parenteral use.]

(2) (i) The particulars to be printed or written on the label of a mechanical contraceptive
shall be as specified in Schedule R.

(i) Thefollowing particulars, in addition to those specified under sub-rule (i) shall be
either printed or written in indelible ink and shall appear in a conspicuous manner
on the label of the innermost container and on every other covering in which the
container of a contraceptive, other than a mechanical contraceptive, is packed,
namely :---

(@) the date of manufacture;

(b) the date upto which the contraceptive is expected to retain its properties,

(c) the storage conditions necessary for preserving the properties of the
contraceptive upto the date indicated in sub-clause (b) :

Provided that for oral contraceptivesit shall be sufficient to display on the label of the
container the date of manufacture only.

(3) (i) The particulars prescribed in sub-rule (1) shall be printed or written in indelible
ink dther on the label borne by a container of vaccine lymph or on a label or
wrapper affixed to any package in which the container is issued for sale. The said
particulars shall be indelibly marked on the sealed container of surgical ligature or
suture or printed or written in indelible ink on alabel enclosed therein.

(i1) Nothing in these rules shall be deemed to require the labelling of any transparent
cover or of any wrapper, case or other covering used solely for the purpose of
packing, transport or delivery.

(4) Where be any provision of these rules any particulars are required to be displayed on
alabel on the container, such particulars may, instead of being displayed on alabel,
be etched, painted or otherwise indelibly marked on the container :
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Provided that, except where otherwise provided in these rules, the name of the drug or
any distinctive letters intended to refer to the drug shall not be etched, painted or
otherwise indelibly marked on any glass container other than ampoules.

Explanation : --- For the purpose of thisrule, the date of expiry shall be in terms of month and
year and it shall mean that the drug is recommended till the last day of the month. The date of
expiry shall be preceded by the words ‘ Expiry date’.

97. Labelling of medicines--- '[(1) The container of amedicine for internal use shall—

(@) if it contains a substance specified in Schedule G, be labeled with the words
‘Caution: it is dangerous to take this preparation except under medical
supervision’ — conspicuously printed and surrounded by a line within which there
shall be no other words;

(b) if it contains a substance specified in Schedule H be labelled with the symbol Rx
and conspicuously displayed on the |eft top corner of the label and be also labelled
with the following words:

Schedule H drug- Warning : To be sold by retail on the prescription of a
Registered Medical Practitioner only.’,

(c) If it contains a substance specified in Schedule H, and comes within the purview
of the [Narcotic Drugs and Psychotropic Substances Act, 1985 (61 of 1985)] be
labeled with the symbol NRx which shall be in red and conspicuously displayed
on the left top corner of the label, and be aso |abeled with the following words:

Schedule H drug -“Warning:-- To be sold by retail on the prescription of a
Registered Medical Practitioner only.”

(d) If it contains a substance specified in Schedule X, be labeled with the symbol XRx
which shall be in red conspicuously displayed on the left top corner of the label
and be also labeled with the words : -

Schedule X drug -“Warning:-- To be sold by retail on the prescription of a
Registered Medical Practitioner only.”

(2) The container of a embrocation, liniment, lotion, *[ointment, antiseptic cream,] liquid
antiseptic or other liquid medicine for external application shall be labeled with the word in
capital ‘For External use only.’]]

'Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
2 Subs. by G.0.I. Natification No. GSR 850(E) dit 7.12.1984.
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%(3)The container of a medicine made up ready only for treatment of an animal shall be
labelled conspicuously with the words *Not for human use; for animal treatment only’ and shall
bear a symbol depicting the head of a domestic animal.

(4) [* * *] Omitted as per G.O.I. Notification No. 462 (E) dt 22.6.1982..

2[(4) The container of a medicine prepared for treatment of human allments shall if the
medicine contains industrial methylated spirit, indicate this fact on the label and be labelled with
the words :—“For External Use only”.

(5) Substances specified in Schedule X in bulk form shall bear a label wherein they symbol
as specified in sub-rule (1) shall be given conspicuously in red |etters.]

[* * * Rules 98, 99, 100 and 101 deleted as per G.O.I. Notification No. GSR 462(E)
dt 22.6.1982].

%102. Non-Sterile Surgical Ligature and Suture.- Every container of, and wrapper enclosing
surgical ligature or suture other than aligature or suture offered or intended to be offered for sale
as sterile, shall bear alabel on which are printed or written in a conspicuous manner in indelible
red ink the words “Non-sterile surgical ligature (suture) — not be used for operations upon the
human body unless efficiently sterilized”.

103[* * * (1) Omitted as per G.O.l. Notification No. F.1-16/57-D dt 6.6.1957.]

(2) The name and address of the manufacturer shall be printed on the label of the container
of a patent or proprietary medicine.

%(3)The true formula or list of te ingredients shall be printed or written in indelible ink on
the outer label of every package containing patent or proprietary medicine.

(104 Use of |etter |.P. etc.-Theletters ‘1.P’ . and recognized abbreviations of pharmacopoeias
and official compendia of drug standards prescribed under these rules shall be entered on the
label of the drug only for the purpose of indicating that the drug is in accordance with standards
set out in the Indian Pharmacopoeia or in any such pharmacopoeia or official compendium of
drug standards recognized under the Rules.]

! Amended by G.O.I. Noatification No. F.1-6/62-D dt 2.7.1969

%Sub Rule (5) re-numbered as No.(4) & new sub-rule (5) ins. asper G.O.l. Notification 462(E) dt 22.6.1982.
3Amended by G.O.l. Notification No. F.1-3/51-DS dt 15.10.1954.

“Amended as per G.O.1. Notification No. F.1-16/57-D dt 6.6.1957
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1104-A. Prohibition against altering inscriptions on containers, labels or wrappers of
drug. - No person shall alter, obliterate or deface any inscription or mark made or recorded
by the manufacturer on the container, label or wrapper of any drug.

Provided that nothing in this rule shall apply to any ateration, any inscription or mark
made on the container, label or wrapper of any drug at the instance or direction or with the
permission of the Licensing Authority.]

?[105. Packing of drugs.— (1) The pack sizes of drugs meant for retail sale shall be as
prescribed in Schedule P-1 to these rules.

(2) The pack sizes of drugs not covered by the Schedule P-1 shall be as given below:

Unless specified otherwise in Schedule P-1,

(i) The pack sizesfor Tablets/Capsules shall be-
Where the number of Tablets (coated or uncoated)/Capsules (hard or soft
gelatin) isless than 10, such packing shall be made by the integral number. For
numbers above 10, the pack size of Tablets/Capsules shall contain multiples of
5.

(i) The pack sizes for liquid Oral preparations shall be 30ml (paediatric only) 60
mi/100 mi/200 ml/450 ml.

(11i) The pack sizes for Paediatric Oral Drops shall be 5 ml/10 ml/15 ml.

(iv)The pack sizes for Eye/Ear/Nasal drops shall be 3 ml/5 mi/10 ml.

(V) The pack size for Eye Ointment shall be 3 gm/5 gm/ 10 gm.

Provided that the provisions of the pack sizes covered under this rule shall not apply
to:

1. Pack sizes or dosage forms not covered by the foregoing provisions of
this rule.
The imported formulations in finished form.
Preparations intended for Veterinary use.
Preparations intended for Export.
Vitamins/Tonics/Cough Preparations/Antacids/Laxativesin Liquid Oral
forms, Unit dose (including applicaps).

6. Pack sizes of dosage form meant for retail sale to Hospitals, Registered

Medical practitioners, Nursing Homes.

7. Physician’s Samples.

8. Pack sizes of large volume intravenous fluids.

Provided also that pack sizes of any of the new drug as and when approved by the
Licensing Authority appointed under Rule 21 and if not covered under this rule, shall be
examined for the purpose of approval with the specific justification by the said Licensing
Authority.]

Y Provided further that Oxytocin injection meant for sale shall be in single unit blister
pack only.]

akrwd

YIns. by G.O.I. Notification No. GSR 1242(E) dt 17.9.1979
?Ins. by G.O.l.Notification No. GSR 796(E) dt 1.10.1992.
3Ins. by G.O.I. Notification No. GSR 242(E) dt 3.4.2001.
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105-A. Packings of drugs specified in Schedule X.- The drugs specified in Schedule
X shall be marketed in packings not exceeding-
(i) 100 unit doses in the case of tablets/capsules.
(if) 300ml in the case of oral liquid preparations.
(iii)And 5 ml in the case of injections.
Provided that nothing in this rule shall apply to packing meant for use of a hospital or
adispensary subject to the conditions that -
(i) such supplied are made by the manufacturers or distributors direct to the
hospital/dispensaries; and
(i) hospital packs shall not be supplied to a retain dealer or to a Registered
Medical Practitioner.]

?[106. Diseases which a drug may not purport to prevent or cure.—(1) No drug may
purport or claim to prevent or cure or may convey to the intending user thereof any idea
that it may prevent or cure one or more of the diseases or ailments specified in Schedule J.

(2) No drug may purport or claim to procure or assist to procure, or may convey to the

intending user thereof any idea that it may procure or assist to procure, miscarriage in
women.
[ * * * Omitted as per G.O.l. Notification No. GSR 462(E) dt 22.6.1982.]

IPART IX-A
L ABELLING AND PACKING OR HOMOEOPATHIC M EDICINES

106-A. Manner of labelling of Homoeopathic medicines.—(A) The following
particulars shall be either printed or written in indelible ink and shall appear in a
conspicuous manner on the label of the innermost container of any Homoeopathic
medicine and on every other covering in which the container is packed—

() Thewords ‘Homoeopathic medicine’,

(if) The name of the medicine—

4[(a) For drugsincluded in the Homoeopathic Pharmacopoeias of India or
the United States of America or the United Kingdom, or the
German Homoeopathic Pharmacopoeia, the name specified in that
Pharmacopoeia.]

(b)  For other drugs, the name descriptive of the true nature of the drug.

YInsby G.O.I. Notification No. GSR 462(E) dt 22.6.1982.

2 Amended by G.O.I. Notification No. F. 1-16/52-DC, dated 22-6-1954.
® Insby G.O.1. Notification No. F. 1-63/61-D, dated 17.7.1963.

“Subs. by G.O.I. Notification No. GSR 680(E) dt 5.12.1980.
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(i)  The potency of the Homoeopathic medicine—For this purpose the potency
shall be expressed either in decimal, centesimal or millisimal systems.

Y (iii-A) In case of Homoeopathic medicine containing two or more ingredients the
name of each ingredient together with its potency and proportion
expressed in metric system shall be stated on the label .]

%(iv) Name and address of the manufacturer when sold in original containers of the
manufacturer. In case a Homoeopathic medicine is sold in a container other
than that of the manufacturer—the name and address of the seller.

(v) In case the Homoeopathic medicine contains alcohol, the alcohol content in
percentage by volume in terms of ethyl alcohol shall be stated on the label.

3 [Provided that in case that the total quantity of the pharmacopoeial Homoeopathic
medicine in the container is 30 milliliter or less, it will not be necessary to state the content
of alcohol in the label.]

(B) In addition to the above particulars the labels of a Homoeopathic mother tincture
shall display the following particulars: --

(i) adistinctive batch number, that is to say, the number by reference to which
details of manufacture of the particular batch from which the substance in the
container is taken are recorded and are available for inspection, the figures
representing the batch number being preceded by the words “Batch No.” or
“Batch” or “Lot Number” or “Lot No.” or “Lot” or any distinguishing prefix.

(if) Manufacturing licence number, the number being preceded by the words
“Manufacturing Licence Number” or “Mfg. Lic. No.” or “M.L.".

“Explanation:-- This clause shall not apply to a Homoeopathic mother tincture
manufactured outside India.

(C) No Homoeopathic medicine containing a single ingredient shall bear a proprietary
name on its label.

ISubs. by G.O.I. Notification No. GSR 466(E) dt 17.5.1994.

2 Amended by G.O.1. Natification No. F.1-59/68-D dated 19-11-1969.
® Subs. by G.O.1. Notification No. GSR 108(E) dt 22.2.1994.

“Ins. by G.O.I. Notification S.O. No. 2139 dated 12-8-1972.
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1106-B.  Prohibition of quantity and percentage.- No Homoeopathic medicine
containing more than 12% alcohol v/v (Ethyl alcohol) shall be packed and sold in packing
or bottles of more than 30 millilitres, except that it may be sold to hospital/dispensaries in
packings or bottles of not more than 100 millilitres.]

PART X—SPECIAL PROVISIONS RELATING TOBIOLOGICAL AND OTHER SPECIAL
PRODUCTS

?107. Name of substance.—If any substance specified in Schedule C is advertised or
sold as a proprietary medicine or is contained in a medicine so advertised or sold, the
proper name of the substance shall appear on the label in the manner prescribed in this
Part.

*Explanation :-- For the purpose of this rule the expression “Proper name” means the
proper name stated in Schedule F or if no such name is stated, the name descriptive of the
true nature and origin of the substance. Provided that in the case of veterinary biological
product the expression “proper name” means the proper name stated in Schedule F (1) or
if no such name is stated, the name or synonym given in the current edition for the time
being of the °[British Pharmacopoea (Veterinary)] , or, if no such name is stated either in
Schedule F (1) or the IBritish Pharmacopoea (Veterinary)], the name descriptive of the
true nature and origin of the substance approved by the Licensing Authority.

108. Container.—*(1) No substance specified in Schedule C shall be sold or offered
for sale unless it has been sedled in a previoudly sterilized container made of glass or any
other suitable material approved for the purpose by the Licensing Authority appointed
under rule 21, in such manner as may, in the opinion of the Licensing Authority, sufficeto
preclude the access of bacteria

Provided that it shall not be necessary to use a previously sterilized container if the
filled and sealed container is to be sterilized after the sealing and such sterilizing
procedure would render the product sterile. However, the Licensing Authority may, for
any special reasons, direct the licensee to pre-sterile such containers.

(2) When any such substance is issued in liquid form in containers which are sealed in
such a manner that portions of the contents can be withdrawn for use on different
occasions, the liquid shall contain a sufficient proportion of some antiseptic to prevent the
growth of any organisms which may be accidentally introduced in the process of removing
aportion of the contents of the container.

"Ins, by G.O.I. Notification No. GSR 108(E) dt 22.2.1994 w.ef. 22.6.1994.
“Amended by G.O.I. Notification No. F. 1-5/47-D, dated 25-11-1949.
3Amended by G.O.I. Natification No. F. 1-6/62-D, dated 2-7-69.
*Amended by G.O.I. Notification G.S.R. No. 245 dated 21-2-1976..

Subs by G.O.l. Notification No. G.S.R.647(E) dt 28.10.1998
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Provided that nothing in this sub-rule shall apply to a penicillin suspension in oil and
water.

l(3) The container shall comply with such further requirements, if any, as are specified
in Schedule F or Schedule F (1) as the case may be, in that behalf.

Y(4) The Licensing Authority may in the case of any particular preparation of any such
substance dispense with any such substance dispense with any of the requirements of this
Rule or Schedule F or Schedule F (1) as the case may be, and may make such additional
requirements, as having regard to the nature of the preparation, they may deem necessary.

?109-Labelling-(1) The following particulars and such further particulars, if any, as are
specified in Schedule F or Schedule F (1), as the case may be, shall be printed or written in
indelible ink on the label of every phial, ampoule or other container of a substance
specified in Schedule C and on every other covering in which such phial, ampoule or
container is packed—

(&) where a drug is imported, the number of licence under which it is imported,
preceded by the words ‘ Import Licence':

Provided that no reference shall be made to any other import licence number
granted by any authority outside India on any label or container or in any
covering in which the container is packed or in any other matter of
advertisement enclosed therein.

(b) Where a test for potency in units is required by these rules, a statement of the
potency in units defined in terms of relation to the standard preparation
specified in Schedule F or F (1), as the case may be :

Provided that this clause shall not apply in the case of vaccine lymph.

(c) where a test for potency or maximum toxicity is required the date upto which
the substance if kept under suitable conditions may be expected to retain a
potency not less than staed on the label of the container or not to acquire a
toxicity greater than that permitted by the test, as the case may be. The date of
expiry shall be in terms of month and year and it shall mean that the drug is
recommended for usetill the last day of the month. The date of expiry shall be
preceded by the words ‘ Expiry date’ :

Provided that nothing in these rules shall be deemed to require the labelling
of any transparent cover or any wrapper, case or other covering used solely for
the purpose of packing, transport or delivery.

*Amended by G.O.I. Notification No. F.1-6/62-D dated 2-7-1969.
2Amended by G.O.I. Notification No. G.S.R.19 dated 7/1/1978.
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(2) The particulars prescribed in clause (a) of the preceding sub-rule shall be printed or
written in indelible ink either on the label borne by a container of vaccine lymph or on a
label or wrapper affixed to any package in which the container isissued for sale. The said
particulars shall be indelibly marked on the sealed container of surgical ligature or suture
or printed or written in indelible ink on alabel enclosed therein.

(3) The following particulars, and such further particulars and such further particulars,
if any, as are specified in Schedule F or schedule F (1), as the case may be, shall be printed
or written in indelible ink either on the label borne by the container of any substance
specified in Schedule C or on alabel or wrapper affixed to any package in which any such
container isissued for sale, namely =-

(8 the date on which the manufacture of the particular batch from which the
substance in the container is taken was completed as defined in Schedule F
or Schedule F (1), or if there is no definition in Schedule F or Schedule (1)
as hereafter defined in this rule and in the case of vaccine prepared from
concentrates, the date of completion of the final products and the bottling
for issue;

(b) where an antiseptic substance has been added, the nature and the
percentage proportion introduced;

(c) the perception necessary for preserving the properties of the contents up to
the date indicated in clause (c) of sub-rule (1).

(4) For the purpose of clause (a) of sub-rule (3), the date on which the manufacture of
a batch is completed shall be—

(@ in cases where a test for potency or toxicity is required by these rules or
not being so required, is accepted by the Licensing Authority as sufficient
for the purpose of fixing the date of completion of manufacture, the date
on which the substance was removed from cold storage after having been
kept at a temperature not exceeding 5°C continuously for a period not
exceeding two years from the time when the last test was completed.

(b) in cases where no such test is required or accepted;

(i) if the substance is a serum obtained from a living animal, the
earliest date on which any material contributing to the batch was
removed from the animal;

(i) if the substance was obtained by the growth of organisms or
artificial media, the earliest date on which growth was terminated
in any of the material contributing to the batch:
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Provided that if a batch of the substance (including al materia
contributing to this batch) has for a period of not more than three years
been kept in cold storage at a temperature not exceeding 5°C
continuously from the earliest practicable date after that on which growth
was terminated in the material as the case may be, the date of removal
from cold storage shall be treated as the date on which the manufacture of
the batch is completed.

(c) in al other cases, the date on which the substance isfilled in the container.

1109-A. Labelling of Medical Devices.- The labeling of Medical Devices shall
conform to the Indian Standards Specifications laid down from time to time by the Bureau
of Indian Standards in addition to any other requirement prescribed under the said rules.]

110. Prohibition of sale of substance after prescribed date—No person shall sell, or
exhibit for sale any substance specified in Schedule C after the date recorded on the
container, label or wrapper as the date upto which the substance may be expected to retain
a potency not less than, or not to acquire a toxicity greater than that required or permitted
by the prescribed test as the case may be.

110-A.[ * * * Omitted by G.O.l. Notification No. GSR 1242(E) dt 17.9.1979.

?111.Standards—Every substance specified in Schedule C and C (1) intended for sale
shall confirm with the standards of strength, quality and purity specified in these Rules
and in Schedule F or F (1), as the case may be, and the tests for determining such
confommity shall be applied to samples taken from the final product after every
manufacturing process has been compl eted.

112. Tests for strength and quality—The tests, if any, required for determining the
strength and quality of each of the substances specified in Schedules C and C (1) shall be
those set out in Schedule F or Schedule F (1) *[or as specified]as the case may be.

[* * * Rules 113 and 114 Omitted as per G.O.l. Natification G.S.R. N0.663(E) dt 3.7.1992.]
115. Application of tests for sterility—T he tests shall be applied —
@ to samples taken from each batch of the substance before the operation of
filling and sealing the containers in which it is to be issues has commenced
except preparations, which after being sealed in the containers are to be

sterilized by heat, in a manner satisfactory to the Licensing Authority; and

(b)  tothe contents of sample containers when ready for issue.

TIns. by G.O.I. Notification No. GSR 109(E) dt 22.2.1994.
2Amended by G.O.I. Notification No. F.1-6/62-D, dated 2-7-1969.
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[* * * Rules 116, 117 and 118 Omitted as per G.O.I. Notification No. GSR 663(E) dt 3.7.1992.]

119. (1) If at this examination no growth of micro-organismsis found in any tube, the
sample may be treated as having passed the test.

(2) If a the examination of a growth of micro-organisms is visible, further samples
may be taken and the tests may be repeated on the further samples taken: but no container
the contents of which form part of the batch shall be issued until such further samples have
passed the test. The process of taking samples from the batch for a test may be repeated
twice :

Provided that if the same organism is visible in more than one test the batch shall be
treated as not sterile and the material contained in the batch shall not be issued or used as
part of afurther batch unless and until it has been resterilized and has passed the tests.

120. Notwithstanding anything contained in the last preceding Rule in any case
where—
(@ asubstanceisrequired in an emergency by a registered medical practitioner,
but the licensee has no filled containersin stock; or

(b) asubstance which in the opinion of the Licensing Authority is so unstable in
solution that the delay occasioned by the completing of the sterility test on
filled containers would render its issue in active form impossible, the licensee
may issue the substance from a batch which has already passed the tests for
sterility and freedom from abnormal toxicity, without completing the sterility
test on the filled containers, provided that he complies with the following
conditions—

(i) the licensee shal before the issue take samples in the required
proportion from the containers into which the batch is filled, and after
the required inoculation shall examine the tube every day for five
days,

(i) if at any examination any growth isvisible in any of the tubes, he shall
immediately notify the Licensing Authority;

(iii) he shall keep available for inspection arecord of all issues made under
this Rule containing such particulars of the circumstances in which
the issue is made as the Licensing Authority may require.

1[121. Test for freedom from abnormal toxicity—The test for freedom from abnormal
toxicity shall be carried out as per the current edition of Indian Pharmacopoeia in the case
of each batch of the serum tested by the licensee or by an institution approved by the
licensing authority for the purpose of carrying out the test on its behalf.]

ISubs. by G.O.I. Notification No. GSR 753(E) dft 4.11.1999.
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1121-A Test for pyrogens—Solution of substances intended for parenteral
administration in large volumes (10ml or more at a time) shall be pyrogen-free and tested
for pyrogens. If water or any other adequate solvent is supplied along with the substances
preparing such solutions, it shall also be pyrogen-free and tested for pyrogens.

122. Substances specified in Schedule C (1)—The following provisions shall apply in
the case of a substance specified in Schedule C (1)--

(@ The container shall comply with the requirements, if any, specified in
Schedule F or Schedule F (1), *[or as specified] as the case may be.
(b) [*** Deeted as per G.O.l. Natification No. GSR 19 dt 7.1.1978].

%(c)  The substance shall conform to the standards of strength, quality and purity
specified in Schedule F or Schedule F (1) Jor as specified], as the case may
be and the tests for determining the strength, quality and purity of the
substance shall be those specified in Schedules F or Schedule F (1) ¥or as
specified,] as the case may be.

%d)  The tests for determining the strength, quality and purity of a substance
specified in Schedule F or Schedule F (1) J[or as specified] as the case may
be shall be applied to samples taken from the final product after each
manufacturing process has been compl eted.

(e The substance should be stored in a cool place and away from light.
IPART XA

IMPORT OF M ANUFACTURE OF NEW D RUG FOR CLINICAL
TRIALSORMARKETING

122-A. Application for permission to import new drug.- °[(1) (a) No new drug shall be
imported, except under, and in accordance with, the permission granted by the Licensing
Authority as defined in clause (b) of rule 21.

(b) An application for the grant of permission to import a new drug shall be made in
Form 44 to the Licensing Authority, accompanied by afee of fifty thousand rupees.

Provided further that where a subsequent application by the same applicant for that
drug, whether in modified dosage form or with new claims, is made, the fee to accompany
such application shall be fifteen thousand rupees.

'Added under G.O.I. Notification No. F.1-27/56-D, dated 18-12-1956
“Amended by G.O.I.Notification no. F.1-6/62-D, dated 2-7-1969
3Subs. by G.O.l. Notification No. GSR 663(E) dt 3.7.1992.

*Ins. by G.O.I. Notification No. GSR 944(E) dit 21.9.1988

°Subs. by G.0.I. Notification No. GSR 900(E) dt 12.12.2001.
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Provided further that any application received after one year of the grant of approval
for the import and sale of new drug, shall be accompanied a fee of fifteen thousand rupees
and such information and data as required by Appendix | or Appendix I-A of ScheduleY,
as the case may be].

(2) The importer of a new drug when applying for permission under sub-rule (1), shall
submit data as given in Appendix | to Schedule Y including the results of local clinical
trials carried out in accordance with the guidelines specified in that Schedule and submit
the report of such clinical trialsin the format given n appendix |1 to the said Schedule.

Provided that the requirement of submitting the results of local clinical trials may not
be necessary if the drug is of such a nature that the Licensing Authority may, in public
interest decide to grant such permission on the basis of data available from other countries.

Provided further that the submission of requirements relating to Animal Toxicology,
Reproduction studies, Teratogenic studies, Perinatal studies, Mutagenicity and
Carcinogenicity may be modified or relaxed in case of new drugs approved and marketed
for several years in other countries if he is satisfied that there is adequate published
evidence regarding the safety of the drug, subject to the other provisions of these rules.

(3) the Licensing authority, after being satisfied that the drug if permitted to be
imported as raw material (bulk drug substance) or as finished formulation shall be
effective and safe for use in the country, may issue an import permission in Form 45
and/or Form 45-A, subject to the conditions stated therein.

Provided that the Licensing Authority shall, where the data provided or generated on
the drug is inadequate, intimate the applic ant in writing, and the conditions, which shall be
satisfied before permission could be considered.]

122-B. Application for approval to manufacture new drug other than the drugs
classifiable under Schedules C and C(1).- Y[(1)(a) No new drug shall be manufactured for
sale unlessit is approved by the Licensing Authority as defined in clause (b) of Rule 21.

(b) An application for the grant of approval to manufacture the new drug and its
formulations shall be made in Form 44 to the Licensing Authority as defined in clause (b)
of Rule 21 and shall be accompanied by afee of fifty thousand rupees.

Provided that where the application is for permission to import a new drug (bulk drug
substance) and grant of approval to manufacture its formulation/s, the fee to accompany
such application shall be fifty thousand rupees only.

T'Subs. by G.O.I. Notification No. GSR 900(E) dit 12.12.2001
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Provided further that where a subsequent application by same applicant for that drug,
whether in modified dosage form or with the new claims, is made, the fee to accompany
such subsequent application shall be fifteen thousand rupees.

Provided further aso that any application received after one year of the grant of
approval for the manufacture for sale of the new drug, shall be accompanied by a fee of
fifteen thousand rupees and such information and data as required by Appendix 1 or
Appendix 1-A of ScheduleY, asthe case may be.]

(2) The manufacturer of a new drug under sub-rule (1) when applying for approval to
the Licensing Authority mentioned in the same sub-rule, shall submit data as given in
Appendix 1 to Schedule Y including the results of clinical trials carried out in the country
in accordance with the guideline specified in Schedule Y and submit the report of such
clinical trias in the same format given in Appendix |l to the said Schedule.

Y(2-A) The Licensing authority, as defined in clause (b) of Rule 21 after being
satisfied that the drug if approved to be manufactured as raw materia (bulk drug
substance) or as finished formulation shall be effective and safe for use in the country,
shall issue approval in Form 46 and/or Form 46-A, as the case may be, subject to the
conditions stated therein.

Provided that the Licensing Authority shall, where the data provided or generated on
the drug is inadequate, intimate the applicant in writing, and the conditions, which shall be
satisfied before permission could be considered.]

(3) When applying for appiova to manufacture a new drug under sub-rule (1) or its
preparations, to the State Licensing Authority, an applicant shall produce along with his
application, evidence that the drug for the manufacture of which application is made has
already been approved by the Licensing Authority mentioned in Rule 21.

Provided that the requirement of submitting the results of local clinical trials may not
be necessary if the drug is of such nature that the Licensing Authority may, in public
interest decide to grant such permission on the basis of data available from other countries.

Provided further that the submission of requirements relating to Animal Toxicology,
Reproduction studies, Teratogenic studies, Perinatal studies, Mutagenicity and
Carnicogenicity may be modified or relaxed in case of new drugs approved and marketed
for several years in other countries if he is satisfied that there is adequate polished
evidence regarding the safety of the drug, subject to the other provisions of these rules.

122-C [*** Deleted as per G.O.1. Notification No. GSR 900(E) dft 12.12.2001.]

Y122-D. Permission to import or manufacture fixed dose combination.- (1) An
application for permission to import or manufacture fixed dose combination of two or ore

Ins/Subs. by G.O.I. Notification No. GSR 900(E) dt 12.12.2001
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drugs as defined in clause (¢) of Rule 122-E shall be made to the Licensing Authority as
defined in clause (b) of Rule 21 in Form 44, accompanied by a fee of fifteen thousand
rupees and shall be accompanied by such information and data as is required in Appendix
V1 of Schedule Y.

(2) The Licensing Authority after being satisfied that the fixed dose combination if
approved to be imported or manufactured as finished formulation shall be effective and
safe for use in the country, shall issue permission in Form 45 or Form 46, as the case may
be, subject to the conditions stated therein.

Provided that the Licensing authority shall where the data provided or generated on the
fixed dose combination is inadequate, intimate the applicant in writing, and the conditions
which shall be satisfied before grant of approval/permission could be considered.

122-DA.  Application for permission to conduct clinical trials for New
Drug/Investigational New Drug.- (1) No clinica trial for a new drug, whether for clinical
investigation or any clinical experiment by any institution, shall be conducted except
under, and in accordance with, the permission, in writing, of the Licensing Authority
defined in clause (b) of Rule 21.

(2) An application for grant of permission to conduct.-

(@ human clinical trials (Phase-1) on a new drug shall be made to the Licensing
Authority in Form 44 accompanied by a fee of fifty thousand rupees and
such information and data as required under Schedule Y.

(b) exploratory clinica trials (Phase-ll) on a new drug shall be made on the
basis of data emerging from Phase | trial, accompanied by a fee of twenty-
five thousand rupees;

(c) confirmatory clinical trials (Phase-lll) on a new drug shall be made on the
basis of the data emerging from Phase-ll and where necessary, data
emerging from Phase-l also, and shall be accompanied by a fee of twenty-
five thousand rupees,

Provided that no separate fee shall be required to be paid along with application for
import/manufacture of a new drug based on successful completion of phases clinical trias
by the applicant.

Provided further that no fee shall be required to be paid along with the application by
Central Government or State Government Institutes involved in clinical research for
conducting trials for academic or research purposes.

(3) The Licensing Authority after being satisfied with the clinical trials, shall grant
permission in Form 45 or Form 45-A or Form 46 or Form 46-A, as the case may be,
subject to the conditions stated therein.
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Provided that the Licensing Authority shall, where the data provided on the clinica
trials is inadequate, intimate the applicant in writing, within six months from the date of
such intimation or such extended period, not exceeding a further period of six months, as
the Licensing Authority may, for reasons to be recorded in writing, permit, intimating the
conditions which shall be satisfied before permission could be considered.

Explanation.- For the purpose of these rules Investigational New Drug means a new
chemical entity or a product having therapeutic indication but which have never been
earlier tested on human beings.

122-DB. Suspension or cancellation of Permission/Approval.- If the improper or
manufacturer under this Part fails to comply with any of the conditions of the permission
or approval, the Licensing Authority may, after giving an opportunity to show cause why
such an order should not be passed, by an order in writing stating the reasons therefore,
suspend or cancel it.

122-DC. Appeal.- Any person aggrieved by an order passed by the Licensing
Authority under this Part, may within sixty days from the date of such order, appeal to the
Central Government, and the Central Government may, after such enquiry into the matter
asis considered necessary, pass such an order in relation thereto as it thinks fit.]

122-E. Definition of new drug.- For the purpose of this part, new drug shall mean and
include.-

[(a) A drug, as defined in the Act including bulk drug substance which has not
been used in the country to any significant extent under the conditions
prescribed, recommended or suggested in the labeling thereof and has not
been recognized as effective and safe by the licensing authority mentioned
under Rule 21 for the proposed claims.

Provided that the limited use, if any, has been with the permission of the licensing
authority.]

(b) A new drug aready approved by the Licensing Authority mentioned in
Rule 21 for certain claims, which is now proposed to be marketed with
modified or new claims, namely, indications, dosage, dosage form
(including sustained release dosage form) and route of administration.

(c) A fixed dose combination of two or more drugs, individualy approved
earlier for certain claims, which are now proposed to be combined for the
first time in a fixed ratio, or if the ratio of ingredients in an aready
marketed combination is proposed to be changed, with certain claims, viz.
indic ations, dosage, dosage form (including sustained release dosage form)
and route of administration. (See items (b) and (c) of Appendix VI to
Schedule Y.)

ISubs. by G.O.I. NotificationNo. GSR 591(E) dt 17.8.1999
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Explanation.- For the purpose of thisrule. -

0]
(ii)

q122-EA.

all vaccines shall be new drugs unless certified otherwise by the Licensing
Authority under Rule 21;

anew drug shall continue to be considered as new drug for a period of four
years from the date of its first approva or its inclusion in the Indian
Pharmacopoeia, whichever is earlier.]

YPART XB

REQUIREMENTSFOR THE COLLECTION, STORAGE,
PROCESSING AND DISTRIBUTION OF WHOLEHUMAN BLOOD,
HUMAN BLOOD COMPONENTSBY BLOOD BANKS AND
M ANUFACTURE OF BLOOD PRODUCTS.

Definitions.- (1) In this Part and in the Forms contained in Schedule A and

in Part XI1-B and Part XII-C of Schedule F, unless there is anything repugnant in the
subject or context. -

(@

(b)

(c)

(d)

(€)
()

“apheresis’ means the process by which blood drawn from a donor, after
separating plasma or platelets or leucocytes, is retransfused
simultaneously into the said donor;

“autologous blood” means the blood drawn from the patient for re-
transfusion into himself later on;

‘blood” means a place or organization or unit or institution or other
arrangements made by such organization, unit or institution for carrying
out al or any of the operations for collection, apheresis, storage,
processing and distribution of blood drawn from donors and/or for
preparation, storage and distribution of blood components.

“blood bank” means a place or organization or unit or institution or other
arrangements made by such organization, unit or institution for carrying
out al or any of the operations for collection, apheresis, storage,
processing and distribution of blood drawn from donors and/or for
preparation, storage and distribution of blood components,

“blood component” means a drug prepared, obtained, derived or separated
from a unit of blood drawn from a donor;

“blood product” means a drug manufactured or obtained from pooled
plasma of blood by fractionation, drawn from donors,

!Ins. By G.O.I. Notification No. GSR 28(E) dtd 22.1.1993.
%Ins. by G.O.1. Notification No.245(E) dit 5.4.1999.
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(@) “donor” means a person who voluntarily donates blood after he has been
declared fit after a medical examination, for donating blood, on fulfilling
the criteria given hereinafter, without accepting in return any
consideration

Explanation.- For the purposes of this clause, benefits or incentives like pins,
plaques, badges, medals, commendation certificates, timeoff from work,
membership of blood assurance programme, gifts of little or intrinsic monetary
value shall not be construed as consideration.

(h) “leucapheresis’ means the process by which the blood drawn from a
donor, after leucocyte concentrates have been separated is retransfused
simultaneously into the said donor,

(i) “plasmapheresis’ means the process by which the blood drawn from a
donor, after plasma has been separated, is re-transfused during the same
sitting into the said donor;

() “plateletpheresis’ means the process by which the blood drawn from a
donor, after platelet concentrates have been separated, is retransfused
simultaneously into the said donor.

(k) “professional donor” means a person who donates blood for a valuable
consideration, in cash or kind, for any source, on behalf of the recipient-
patient and includes a paid donor or a commercial donor,

()  “replacement donor” means a donor who is a family friend or a relative of
the patient-recipient.]

122-F. Form of application for licence for operation of Blood Bank/processing of
whole human blood for componentsmanufacture of blood products for sale or
distribution.- (1) Application for the grant and/or renewal of licence for the operation of a
Blood Bank/processing of human blood for components/manufacture of blood products
shall be made to the Licensing Authority appointed under Part VIl in {Form 27-C or
Form 27-E,as the case may be], and shall be accompanied by licence fee of rupees six
thousand and an inspection fee of rupees one thousand and five hundred for every
inspection thereof or for the purpose of renewal of licence].

Provided that if the applicant applies for renewal of licence after its expiry but within
six months of such expiry the fee payable for the renewal of the licence [shall be rupees
six thousand and inspection fee of rupees one thousand five hundred plus an additional fee
at the rate of rupees one thousand per month or a part thereof in addition to the inspection
feg].

Provided further that a licensee holding a licence in ‘[Form 28-C or Form 28-E,as the
case may be,] for operation of Blood Bank/processing of whole human blood for

! Ins. by G.O.I. Notification No.245(E) dt 5.4.1999.
2Subs, by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
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components/manufacture of blood products shall apply for grant of licence under sub-
rule(1) before the expiry of the said licence on [Form 27-C or Form 28E, as the case may
be,] and he shall continue to operate the same till the orders on his application are
communicated to him.

qExplanation.- For the purpose of this rule, “Blood Bank” means a place or
organizational unit or an ingtitution or other arrangement made by such organizational unit
or ingtitution for carrying our all or any of the operations of manufacture of human blood
components, or blood products or whole human blood for its collection, storage,
processing, distribution from selected human donors.]

(2) A fee of Jrupees one thousand] shall be paid for a duplicate copy of a licence
issued under thisrule, if the original is defaced, damaged or lost.

(3) Application by a licensee to manufacture additional drugs listed in the application
shall be accompanied by a jfee of rupees three hundred] for each drug listed in the
application.

(4) On receipt of the application for the grant or renewal of such licence, the Licensing
Authority shal, -

() verify the statements made in the application form

(i) cause the manufacturing the testing establishment to be inspected in
accordance with the provision of Rule 122-1 and

(i) in case the application is for renewal of licence, call for information of past
performance of the licence.

(5) If the Licensing Authority is satisfied that the applicant isin a position to fulfil the
requirements laid down in the rules, he shall prepare a report to that effect and forward it
“along with the application and the licence (in triplicate) to be granted or renewed, duly
completed] to the Central Licence Approving Authority.

Provided that if the Licensing Authority is of the opinion that the applicant is not in a
position to fulfil the requirements laid down in these rules, he may, by order, for reasons to
be recorded in writing, refuse to grant or renew the licence, as the case may be.

(6) If, on receipt of the application and report of the Licensing Authority referred to in
sub-rule (5) and after taking such measures including inspection of the premises, by the
Inspector, appointed by the Central Government under Section 21 of the Act, and/or along
with the Expert in the field concerned if deemed necessary, the Central Licence approving
authority is satisfied that the applicant is in a position to fulfil the requirements laid down
in these rules, he may grant or renew the licence, as the case may be.

!Ins. by G.O.I. Notification No.245(E) dt 5.4.1999.
*Subs. by G.O.l. Notification No. GSR 89(E) dit 14.2.1996.
*Subs. by G.0O.I. Notification No. GSR 601(E) dt 24.8.2001
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Provided that if the Central Licence approving Authority is of the opinion that the
applicant is not in a position to fulfil the requirements laid down in these rules he may,
notwithstanding the report of the Licensing Authority, by order, for reasons to be recorded
in writing, reject the application for grant or renewal of licence, as the case may be, and
shall supply the applicant with a copy of the inspection report.

122-G. Form of Licence for the operation of a Blood Bank/processing of whole human
blood for components and manufacture of blood products and the conditions for the grant
or renewal of such licence.- A licence for the operation of a Blood Bank or for processing
whole human blood for components and manufacture of blood products shall be issued in
[Form 28-C or Form 28-E or Form 26-G or Form 26-1, as the case may be]. Before a
licence in'[Form 28-C or Form 28-E or Form 26-G or Form 26-1, as the case may be] is
granted or renewed the following conditions shall be complied with by the applicant:-

Y(i) The operation of Blood Bank and/or processing of whole human blood for
components shall be conducted under the active direction and personal supervision of
competent technical staff consisting of at least one person who is whole-time employee
and who is Medical Officer, and possessing-

(@ Postgraduate degree in Medicine - M.D (Pathology/Transfusion Medicines);
or

(b) Degree in Medicine (M.B.B.S.) with Diploma in Pathology or Transfusion
Medicines having adequate knowledge in blood group serology, blood group
methodology and medical principles involved in the procurement of blood
and/or preparation of its components; or

(c) Degree in Medicine (M.B.B.S.) having experience in Blood Bank for one
year during regular service and also has adequate knowledge and experience
in blood group serology, blood group methodology and medical principles
involved in the procurement of blood and/or preparation of its components.

the degree or diploma being from a University recognized by the Central Government.

Explanation.- For the purposes of this conditions, the experience in Blood Bank for
one year shall not apply in the case of persons who are approved by the Licensing
Authority and/or Central Licence Approving Authority prior to the commencement
of the Drugs and Cosmetics (Second Amendment) Rules, 1999].

(i)  The applicant shall provide adequate space, plant and equipment for any or
all the operations of blood collection or blood processing. The space, plant
and equipment required for various operation is given in Schedule ‘F', Part
XI1-B and/or XI1-C.

!Ins. by G.O.I. Notification No.245(E) dt 5.4.1999.
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(iii) The applicant shall provide and maintain adequate technical staff as
specified in Schedule F, Part X11-B and/or XI1-C.

(iv) The applicant shall provide adequate arrangements for storage of whole
human blood, human blood components and blood products.

(v)  The applicant shall furnish to the Licensing Authority, if required to do so,
data on the stability of whole human blood, its components or blood
products which are likely to deteriorate, for fixing the date of expiry which
shall be printed on the labels of such products on the basis of the data so
furnished.

122-H. Duration of licence.- An origind licence in [Form 28-C or Form 28-E or a
renewed licence in Form 26-G or Form 26-1] unless sooner suspended or cancelled shall
be jvalid for a period of five years on and from the date on which] it is granted or
renewed.

122-1. Inspection before grant or renewal of licence for operation of Blood Bank,
processing of whole human blood for components and manufacture of blood products.-
Before a licence in *[Form 28-C or Form 28-E is granted or a renewal of licence inform
26-G or Form 26-1 is made, as the case may be,] the Licensing Authority or the Central
Licence Approving authority, as the case may be, shall cause the establishment in which
Blood Bank is proposed to be operated/whole human blood for components is processed/
blood products are manufactured to be inspected by one or more Inspectors, appointed
under the Act and/or along with the Expert in the field concerned. The Inspector or
Inspectors shall examine al portions of the premises and appliance/equipments and
inspect the process of manufacture intend to be employed or being employed along with
the means to be employed or being employed for operation of blood bank/processing of
whole human blood for components/manufacture of blood products together with their
testing facilities and also enquire into the professional qualification of the expert staff and
other technical staff to be employed.

122-J. Report by Inspector.- The Inspector or Inspectors shall forward a detailed
descriptive report giving his findings on each aspect of inspection along with his
recommendation in accordance with the provisons of Rule 122-1 to the Licensing
Authority or to the Central Licence Approving Authority.

122-K. Further application after rgjection.- If within a period of six months from the
rejection of application of a licence the applicant informs the Licensing Authority that the
conditions laid down have been satisfied and deposits an inspection 2[fee of rupees two
hundred and fifty] the Licensing Authority may, if after causing further inspection to be
made is satisfied that the conditions for the ‘[grant or renewal of a licence have been
complied with, shall grant or renew the licence in Form 28-C or Form 28-E.

YIns. by G.O.l. Notification No.245(E) dit 5.4.1999
*Subs. by G.0.I. Notification No. GSR 601(E) dt 24.8.2001
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Provided that in the case of a drug notified by the Central Government under rule 68-
A, the application, together with the inspection report and the Form of licence (in triplicate
to be granted or renewed), duly completed shall be sent, to the Central Licence approving
Authority, who may approve the same and return it to the Licensing Authority for issue of
the licence.]

122-L.. Delegation of powers by the Central Licence Approving Authority.- The
Central Licence Approving Authority may, with the approval of the Central Government,
by notification delegate his powers of signing licences and any other power under rules to
persons under his control having same qualificaions as prescribed for Controlling
Authority under rule 50-A, for such areas and for such period as may be specified.

122-M. Provision for appeal to the State Gover nment by a party whose licence has not
been granted or renewed.- Any person who is aggrieved by the order passed by the
Licensing Authority or Central Licence Approving Authority, as the case may be, may
within thirty days from the date of receipt of such order, appeal to the State Government or
Central Government, as the case may be, after such enquiry into the matter as it considers
necessary and after giving the said person an opportunity for representing his view in the
matter may pass such order in relation thereto as it thinks fit.

122-N. Additional information to be furnished by an applicant for licence or by a
licensee to the Licensing Authority.- the applicant for the grant of licence or any person
granted a licence under the Part shall, on demand furnish to the Licensing Authority,
before the grant of the licence or during the period the licence is in force, as the case may
be, documentary evidence in respect of the ownership or occupation, rental or other basis
of the premises, specified in the application for licence or in the licence granted,
congtitution of the firm or any other relevant matter, which may be required for the
purpose of verifying the correctness obtaining the licence, as the case may be.

122-0. Cancellation and suspension of licences.- (1) The Licensing Authority or
Central Licence Approving Authority may for such licences granted or renewed by him
after giving the licensee an opportunity to show cause why such an order should not be
passed by an order in writing stating the reason thereof, cancel a licence issued under this
part or suspend it for such period as he thinksfit, either wholly or in respect of some of the
substances to which it relates *[or direct the licensee to stop collection, storage,
processing, manufacture and distribution of the said substances and *[thereupon order the
destruction of substances and] stocks thereof in the presence of an Inspector], if in his
opinion, the licensee has failed to comply with any of the conditions of the licence or with
any provision of the Act or Rules thereunder.

(2) A licensee whose licence has been suspended or cancelled may, within three
months of the date of the order under sub-rule(1) prefer an appeal against the order to the
State Government or Central government, which shall decide the same.

ISubs. by G.O.I. Notification No. GSR 20(E) dt 11.1.1996
2Subs. by G.O.I. Notification No. GSR 514(E) dt 5.11.1996
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122-P. Conditions of licence.- [A licence in Form 28-C, Form 28-E, Form 26-G or
Form 26-1 shall be subject to the specia conditions set out in Schedule F, Part X11-B and
Part XI1-C, as the case may be, which relate to the substance in respect of which the
licence is granted or renewed and to the following general conditions, namely:-]

@)

(ii)

(iii)

(iv)

V)

(@ Thelicensee shal provide and maintain adequate staff, plant and premises
for the proper operation of a Blood Bank for processing whole human
blood, its components and/or manufacture of blood products.

(b) The licensee shall maintain staff, premises and equipment as specified in
Rule 122-G. the licensee shall maintain necessary records and registers as
specified in Schedule F, Parts X1I-B and XII-C.

(c) The licensee shadl test in his own laboratory whole human blood, its
components and blood products and maintain records and registers in
respect of such tests as specified in Schedule F, Parts X11-B and XII-C.
The records and register shall be maintained for a period of five years
from the date of manufacture.

(d) The licensee shall maintain/preserve reference sample and supply to
collect the Inspector the reference sample of the whole human blood
collected by him in an adequate quantity to conduct all the prescribed
tests. The licensee shall supply to the Inspector the reference sample for
the purpose of testing.

The licensee shall allow an Inspector appointed under the Act to enter, with or
without prior notice, any premises where the activities of the Blood Bank and
are being carried out for the processing of Whole Human Blood and/or Blood
Products, to inspect the premises and plant and the process of manufacture and
the means employed for standardizing and testing the substance.

The licensee shall alow an Inspector appointed under the Act to inspect all
registers and records maintained under these rules and to take samples of the
manufactured product and shall supply to the Inspector such information as he
may require for the purpose of ascertaining whether the provisions of the Act
and rules thereunder have been observed.

The licensee shall from time to time report to the Licensing Authority any
changes in the expert staff responsible for the operation of a Blood
Bank/processing of whole human blood for components and/or manufacture of
blood products and any material aterations in the premises or plant used for
that purpose which have been made since the date of last inspection made on
behalf of the Licensing Authority before the grant of the licence.

The licensee shall on request furnish to the Licensing Authority, or Centra
Licence Approving Authority or to such Authority as the Licensing Authority,
or the Central Licence Approving Authority may direct, from any batch unit or
drugs as the Licensing Authority or Central Licence Approving Authority may
from time to time specify, sample of such quantity as may be considered
adequate by such Authority for any examination and, if so required, also furnish
full protocols of the test which have been applied.
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(vi) If the Licensing Authority of the Central Licence Approving Authority so
directs, the licensee shall not sell or offer for sale any batch/unit in respect of
which a sample is, or protocols are furnished under the last preceding sub-
paragraph until a certificate authorizing the sales of batch/unit has been
issued to him by or on behalf of the Licensing Authority or the Central
Licence approving Authority.

(vii)  The licensee shall on being informed by the Licensing Authority or the
Controlling Authority that any part of any batch/unit of the substance has
been found by the Licensing Authority or the Central Licence Approving
Authority not to conform with the standards of strength, quality or purity
specified in these Rules and on being directed so to do, withdraw, from sales
and so far as may in the particular circumstances of the case be practicable
recall al issues already made from that batch/unit.

(viii)  No drug manufactured under the licence shall be sold unless the precautions
necessary for preserving its properties have been observed throughout the
period after manufacture. Further no batch/unit manufactured under this
licence shall be supplied/distributed to any person without prescription of a
Registered Medical Practitioner.

(ix)  The licensee shall comply with the provisions of the Act and of these Rules
and with such further requirements, if any, as may be specified in any Rules
subsequently made under Chapter 1V of the Act, provided that where such
further requirements are specified in the Rules, these would come in force
four months after publication in the Official Gazette.

(x) The licensee shall mantain an Inspection Book in Form 35 to enable an
Inspector to record hisimpression and defects noticed.

(xi) The licensee shall destroy the stock of batch/unit which does not comply with
standard tests in such way that it would not spread any disease/infection by
way of proper disinfection method.

Y(xii) All bio-medical waste shall be treated, disposed of or destroyed as per the
provisions of the Bio-Medical Wastes (Management and Handling) Rules,
1996.

(xii)  The licensee shall neither collect blood from any professional donor or paid

donor nor shall he prepare blood components and/or manufacture blood
products from the blood drawn from such a donor.]

PART XI-EXEMPTION
123. The drugs specified in schedule K shall be exempted from the provisions of

Chapter IV of the Act and the Rules made thereunder to the extent and subject to the
conditions specified in that Schedule.

YIns. by G.O.l. Notification No.245(E) dt 5.4.1999
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PART XII
STANDARDS

1124—Standards of drugs--
(2) Drugs included in the Indian Pharmacopoeia--

(@ The standards for identity, purity and strength shal be those as may be
specified in the edition of the Indian Pharmacopoeia for the time being in
force.

(b) In case the standards for identity, purity and strength for drugs are not
specified in the edition of the Indian Pharmacopoeia for the time being in
force but are specified in the edition of the Indian Pharmacopoeia
immediately preceding, the standards for identity, purity and strength shall
be those occurring in such immediately preceding edition of the Indian
Pharmacopoeia

(2) For other drugs--

(@ The standards for identity, purity and strength shal be those as may be
specified in the edition of the officia pharmacopoeia, for the time being in
force, of any country to which the drug claims to comply with,

(b) In case the standards for identity, purity and strength for drugs are not
specified in the edition of such official pharmacopoeia for the time being in
force, but are expected in the edition immediately preceding, the standards
for identity, purity and strength shall be those occurring in such immediately
preceding edition of such officia pharmacopoeiato which the drug claimsto
comply with.

(c) For drugs for which standards are not included in the edition of the official
pharmacopoeia, for the time being in force, of any country or in edition
immediately preceding, but included in the official compendia of drug
standards, namely, the British Pharmaceuticall Codex or the National
Formulary of the United States, for the time being in force, to which the drug
claims to comply with.

?124A .Standards for veterinary drugs—For drugs intended for veterinary use, the
standards shall be those given in the current edition for the time being in force of the
3[British Pharmacopoeia (Veterinary)].

“124-B Sandards for patent or proprietary medicines: -- The standards for patent or
proprietary medicines shall be those laid down in Schedule V and such medicines shall
also comply with the standards laid down in the Second Schedule to the Act.

"Amended by G.O.I. Notification No. GSR 19 dt 7.1.978.
“Amended by G.O.I. Notification No. F. 1-6/62-D dt 2.7.1969.
*Subs. by G.O.I. Notification No. GSR 647(E) dt 28.10.1998.
“Ins. by G.O.I. Notification No. GSR 665 dt 28.5.1977.
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1124-C. Standards for Surgical Dressings - The standards for Surgical Dressing shall
be such as are laid down in Schedule F (I1).]

q124-D. Sandards for Serilised Umbilical tapes.- The standards for Sterilised
Umbilical tapes shall be as laid down in Schedule F(l11).]

#125. Sandards for substances (other than food) intended to affect the structure or any
function of human body—contraceptives—(1) The standards for mechanical
contraceptives shall be such as are laid down in Schedule R.

(2) The standards which other contraceptives will have to comply with shall be in
conformity with the formulae approved as safe and efficacious by the Central
Government. Such formula shall be displayed on the label of every container of such
contraceptive.

4125-A. Sandards for Medical Devices.- the standards for the Medical Devices shall
be such as are laid down in Schedule R-1.]

®126. Standards for substances intended to be used for the destruction of vermin or
insects which cause disease in human beings or animals.
Disinfectants.
The standards of disinfectants shall be such as are laid down in Schedule O.
®126-A Sandards for ophthalmic preparations[including Homoeopathic
ophthalmic preparations] —The standards for ophthalmic preparations [including
Homoeopathic ophthalmic preparations|shall be those laid down in Schedule FF., and
such preparations shall also comply with the standards set out in the Second Schedule to
the Act.

!Ins. by G.O.I. Notification No. GSR 318(EO dt 1.5.1984.

%Ins. by G.O.I. Notification No. GSR 1115(E) dit 13.9.1986.

3 Amended by G.O.I. Notification No. F-1-28/65D it 8.3.1966
*Ins. by G.O.l. Notification No. GSR 109(E) dt 22.2.1994.

®> Amended by G.O.I. Notification No. F.1-20/60-D dt 24.1.1964.
®Ins. by G.O.I. Notification No. 1-113/60-D dit 23.12.1969
"Subs. by G.O.I. Notification No. GSR 245(E) dt 17.6.1996.
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1127. List of colours permitted to be used in drugs—(1) No drug shall contain a colour
other than specified below : --

(1) Natural Colours
Annatto
Carotene
Chlorophyll
Cochinedl
Curcumin
Red Oxide of Iron
Yellow Oxide of Iron
*Titanium Dioxide
“[Black Oxide of iron]

(2) Artificial Colours

Caramel
IRiboflavin]
(3) Coal Tar Colours
Common name of the Colour Index Chemical Name
colour Number
1 2 3
GREEN
Quinazarine Green S.S. 61565 1, 4-bis (p-Toluino) anthra-quinone
Alizarin Cyanine Green F. 61570 Disodium salt of 1, 4bis (O-sulfo-p-
Toluino) anthra-quinone

*Fast Green F.C.F. 42053 Disodium salt of 4-{[4-(N-ethy!-

psulfobenzylamino)-phenyl-]-(4-
hydroxy-2- sulfoniumphenyl) -
methyleng]

[1- (N-ethyl-N-p-sulfobenzyl] ?

2, 5-cyclohexadienimine]-

[* * * Green S- Omitted by G.O.I. Notification No.GSR 753(E) dit 4.11.1999]

YELLOW

Tartrazine 19140 Trisodium sat of 3-carboxy-5
Hydroxyl-1-p-sulfophenyl-4-p
Sulfophenylazopyrazole

Sunset Yellow FCF 15985 Disodium salt of 1-p-sulfophenyl Azo-

2-naphthol-6-sulfonic acid.

'Amended by G.O.I. Notification S.ONo. 289 dt 3.2.1973

’Ins. by G.O.I. Notification No. GSR 370(E) dit 7.4.1994.

%ns. by G.O.I. Notification No. GSR 681(E) dt 6.6.1988.

“Ins. by G.O.I. Notification No. X.11013/3/76-DM.S dt 19.8.1978.
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[Quinoline Yellow WS 47005 Disodium salt of disulfonic acid of 12-(2-
quinolyl)-1, 3-indandione.

RED

[* * * * Amaranth’ -Omitted by G.O.I. Notification No.GSR 753(E) dt 4.11.1999.]

Erythrosine 45430 Disodium salt of 9-0-carboxypheny 16-
hydroxy 2,4-5,7-tetriodo-3-isoxanthone

Eosin YSor Eosine G 45380 Disodium of salt of 2,4,5, #Tetrabromo 9
p-carboxyphenyl-6-hydroxy 3-isoxanthone.

Toney Red or Sudan |11 26100 1-p-phenylazophenylazo-2-naphthol.

Ponceau 4 R 16255 Trisodium sat of  1-(4-sulpho-1-1-
Napthylazo)-2 napthol-6 : 8-disulphonic
acid.

Carmoisine 14720 Disodium sat of  2-(4-sulpho-1-nap-

Thylazo)-1 napthol-4 sulphonic acid
[* * * *Fast Red - Omitted by G.O.1. Notification No.GSR 753(E) dt 4.11.1999.]

BLUE
73015 Disodium salt of indigotin-5 : -5 Disu

Indigo Carmine Iphonic Acid

'Brilliant Blue FCF 42090 Disodium sdt of 4] {4-(N-ethylp-
sulfobenzylamino)-phenyl }-](2- sulfo-nium
phenyl)-methylene)-1-(N- ethyl-N-p-
sulfobenyl)- ? 2, 5-cyclohexadienimine

ORANGE o

Orange G 16230 D|$dlum _salt _of 1-phenylaze-2- naphthol-6,
8-disulfonic acid.

BROWN

. 20170 Monosodium salt of 4-p- sulfophenylazo-2-
Resorcin Brown .
(2, 4-xylylazo)-1, 3 resorcinol.

BLACK
20470 Disodium sdt of  8-amino-7-p-nitro-
Naphthol Blue Balck phenylazo-2-phenylazo-1-naphthol-3, 6-

disulfonic acid.

YIns. by G.O.l. Notification No. X.11013/3/76-DM.S dt 19.8.1978.
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(4) LAKES
The Aluminum or calcium salts (lakes) of any of the water-soluble
colours listed above.

(2) The label on the container of a drug containing a permitted colour shall indicate the
common name of the colour.

128. The following rules are hereby repealed except as respect things done or omitted
to be done under these rules, namely ---

Andhra Pradesh Drugs Rules, 1945.
Assam Drugs Rules, 1945.

Bihar Drugs Rules, 1945.

Bombay Drugs Rules, 1946.

East Punjab Drugs Rules, 1945.

C.P. & Berar Drugs Rules, 1945.
Madras Drugs Rules, 1945.

Orissa Drugs Rules, 1945.
Saurashtra Drugs Rules, 1953.
Travancore-Cohin Drugs Rules, 1953.
United Provinces Drugs Rules, 1945.
West Bengal Drugs Rules, 1946.
Mysore Drugs Rules, 1954.

'PART X11I-IMPORT OF COSMETICS

129. Satement to accompany imported cosmetics—All consignments of cosmetics
sought to be imported shall be accompanied by an invoice or statement showing the name
and quantities of each article of cosmetic included in the consignment and the name and
address of the manufacturer.

130. Documents to be supplied to the Collector of Customs—Before any cosmetics are
imported, a declaration signed by or on behalf of the manufacturer or by on behalf of the
importer that the cosmetics comply with the provisions of Chapter I11 of the Act, and the
Rules made there under, shall be supplied to the Collector of Customs.

131. Procedure for the import of cosmetics. - If the officer appointed at the post of
entry by the Central Government has reason to believe that any cosmetic contravenes any
of the provisions of the Act or the rules made thereunder he may take sample of the
cosmetic from the consignment for inspection. If on examination of the sample defects are
noticed the officer shall advise the Collector of customs for further action to be taken.

'Added under G.O.I. Notification No. F. 1-36/64-D, dated 17-8-1961.
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If the suspected contravention of the provisions of the Act or the Rules is such as may
have to be determined by test, the officer shall send the sample to the laboratory
established for the purpose for performing such that the test report on such sample is
received from the Director of the said laboratory or any other officer of the laboratory
empowered by him in this behalf with the approval of the Central Government.

Provided that if the importer gives an undertaking in writing not to dispose of the
cosmetic without the consent of the Collector of Customs and to return the consignment or
such portion thereof, he shall return the consignment or such portion thereof as may be
required, the Collector of Customs shall make over the consignment to the importer.

(2) If the importer who has given an undertaking under the proviso to sub-rule (1) is
required by the Collector of Customs to return the consignment or portion thereof, he shall
return the consignment or portion thereof within ten days of receipt of the notice.

Further procedure on receipt of the report of analysis

(3) If the Director of the Laboratory established for the purpose by the Central
Government or any other officer of the laboratory empowered by him in this behalf with
the approval of the Centra Government, reports to the Collector of Customs or to the
officer mentioned in sub-rule (1) above that the sample of any cosmetic in a consignment
contravenes the provisions of Chapter 111 of the Act or the Rules made there under and that
the contravention is such that it cannot be remedied by the importer, the Collector of
Customs shall communicate the report forthwith to the importer who shal within two
months of receiving such a communication either send back all cosmetic of that
description to the country in which it was manufactured or to the country from which it
was imported or hand it over to the Centra Government which shall cause it to be
destroyed.

Provided that the importer may within thirty days of receipt of the report make a
representation against the report to the Collector of Customs who shall forward the
represatation with a fresh sample of the cosmetic to the Drugs Controller, India, who
after obtaining, if necessary, the report of the Director of the Central Drugs Laboratory
shall pass orders thereon which shall be final.

(4) If the Drugs Controller or any other empowered by him in this behaf with the
approval of Central Government reports to the Collector of Customs after the inspection of
the sample of cosmetic and if necessary, after obtaining a test report thereon that the
sample of the said cosmetic contravenes in any respect the provisions of Chapter 111 of the
Act or the Rules made thereunder but that the contravention is such that it can be remedied
by the importer, the Collector of Customs shall communicate the report forthwith to the
importer and permit him to import the cosmetic on his giving an undertaking in writing
not to dispose of the cosmetic without the permission of the officer authorised in this
behalf by the Central Government.
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132. Exemption of cosmetics—Cosmetics as may be specified in Schedule D shall be
exempted from the provisions of Chapter |11 of the Act and the Rules made thereunder to
the extent and subject to the conditions specified in that Schedule.

133. Import through points of entry—No cosmetic shall be imported into India ex cept
through the points of entry specified in rule 43A.

l[134. Cosmetic to contain Dyes, Colours and Pigments.- No Cosmetic shall contain
Dyes, Colours and Pigments other than those specified by the Bureau of Indian Standards
(1S:4707 Part 1 as amended) and Schedule Q.

The permitted Synthetic Organic Colours and Natural Organic Colours used in the
Cosmetic shall not contain more than:-

(i) 2 parts per million of Arsenic calculated as Arsenic Trioxide.

(ii) 20 parts per million of lead calculated as lead.

(iii)100 parts per million of heavy metals other than lead caculated as
the total of the respective metals]

?134-A Prohibition of import of cosmetic containing Hexachlorophene— No
cosmetic containing hexachlorophene shall be imported.

135. Import of cosmetic Lead or Arsenic compound prohibited—No cosmetic shall be
imported in which a Lead or Arsenic compound has been used for purposes of colouring.

%135-A. Import of cosmetics containing mercury compounds prohibited. No cosmetic
shall be imported which contains mercury compounds.

136. Import of cosmetic for personal use—Small quantities of cosmetics the import of
which is otherwise prohibited under section 10 of the Act, may be imported for personal
use subject to the following conditions: —

(1) The cosmetics shall form part of a passenger’s baggage and shall be the
property of and intended for, the bonafideuse of the passenger; and

(ii) The cosmetics shall be declared to the Customs authorities, if they so
direct.

IPART XIV—MANUFACTURE OF COSMETIC FOR
SALE OR FOR DISTRIBUTION]

'Subs. by G.O.I. Notification No. GSR 811(E) dft 14.11.1994.
’Added by G.O.I. Notification No. G.S.R. 116 dated 25-1-1975.
31ns. by G.O.I. Notification No. X.11013/76-D & MS dt 19.8.1978.
* Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985.
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137. Manufacture on more than one set of premises—If cosmetics are manufactured
on more than one premises, a separate application for each such premises shall be made
and a separate licence obtained for each such premises.

138. Application for licence to manufacture cosmetics—(1) Application for grant or
renewal of licence to manufacture any cosmetic for sale [shall be made up to ten items of
each category of cosmetics categorized in Schedule M-Il to the Licensing Authority
appointed by the State Government for the purpose of this Part (hereafter’ in this Part
referred to as the Licensing Authority) in Form 31 and shall be accompanied by a fee of
rupees two thousand and five hundred and an inspection fee of rupees one thousand for
every inspection thereof or for the purpose of renewal of licence]

[* * * Omitted as per G.O.1. Notification No. GSR 331-E dt 8.5.1984]

(2) If a person applies for the renewal of licence after expiry but within six months of
such expiry, the fee payable for the renewal of such licence shall be *[rupees two thousand
five hundred plus an additional fee at the rate of rupees four hundred per month or part
thereof in additional to an inspection fee of rupees one thousand.]

[* * * Omitted as per G.O.l. Notification No. GSR 331-E dt 8.5.1984]

(3) Application by a licensee to manufacturer additional items of cosmetics shall be
accompanied by a fee of jrupees one hundred for each item subject to a maximum of
rupees three thousand for each application.]

[* * * Omitted as per G.O.1. Notification No. GSR 331-E dt 8.5.1984]

(4) A fee of ‘[rupees two hundred and fifty] shall be paid for a duplicate copy of a
licence under sub-rule (1) and the proviso to sub-rule (1) respectively if the origina is
defaced, damaged or lost.

138-A Application for loan licence to manufacture cosmetics .-

(1) Application for grant or renewal of aloan licence for the manufacture for sale of
cosmetics [shall be made up to ten items of each category of cosmetics
categorized in Schedule M-I1 in Form 31-A to the Licensing Authority and shall
be accompanied by alicence fee of rupees two thousand and five hundred and an
ingpectio n fee of rupees one thousand foe every inspection thereof].

Explanation—For the purpose of this rule a ‘loan licence’ means a licence, which a
Licensing Authority may issue to an applicant who does not have his own
arrangements to manufacture but who intends to avail himself of the manufacturing
facilities owned by alicensee in Form 32.

ISubs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
2ns. by G.O.I. Notification No. GSR 444 dt 28.4.1973.
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(2) If aperson applies for the renewal of aloan licence after the expiry but within six
months of such expiry, the fee payable for the renewal of such alicence [shall
be rupees two thousand and five hundred plus an additional fee at the rate of
rupees four hundred for each month or part thereof ]

(3) The Licensing Authority shall before the grant of aloan licence satisfy himself
that the manufacturing unit has adequate equipments, staff, capacity for
manufacture and facilities to undertake the manufacture on behalf of the
applicant for aloan licence.

(4) The loan licence shal be granted by the Licensing Authority to only such
applicants who propose to avail of the facilities of manufacture of cosmetics in
the premises of a manufacturer located in the same State where the applicant is
located. In case the manufacture of cosmetic involves any special process of
manufacture or use of equipments which are not available in the State where the
applicant is located, the Licensing Authority after consulting the Licensing
Authority where the manufacturing unit is located, may grant the loan licence.

(5) Subject to the provisions of sub-rule (2), application for manufacture of
additional items on a loan licence shall be accompanied by fee of [rupees one
hundred for each item subject to a maximum of rupees three thousand per
application.]

(6) A fee of ‘[rupees two hundred and fifty] shall be paid for a duplicate copy of a
licence issued under sub-rule (1) if the original is defaced, damaged or 10st;

139. Conditions for the grant or renewal of a licence in Form 32—Before a licence in
Form 32 is granted or renewed, the following conditions shall be compiled with by
applicant:

(1) The manufacture shall be conducted under the direction and personal supervision
of a competent technical staff consisting of at least one person who is a whole time
employee and who possesses any one of the following qualifications:

(@ holds a Diploma in Pharmacy approved by the Pharmacy Council of India
under the Pharmacy Act, 1948 (8 of 1948), or .

(b) isregistered under the Pharmacy Act, 1948 (8 of 1948), or
(c) has passed the Intermediate Examination with Chemistry as one of the
subjects or an examination recognized by the Licensing Authority as

equivaent to it.

[* * * Omitted as per G.O.I. Notification No. GSR 331-E dt 8.5.1984]
[* * * Omitted as per G.O.1. Notification No. GSR 331-E dt 8.5.1984]

'Subs. by G.O.I. Notification No. GSR 601(E) dit 24.8.2001.
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(2) The factory premises shall comply with the requirements and conditions specified
in Schedule M-II.

[* * * Omitted as per G.O.l. Notification No. GSR 723-E dt 11.8.1982.]
[* * * Omitted as per G.O.l. Notification No. GSR 723-E dt 11.8.1982.]

(5) The applicant shal either--

(i) provide and maintain adequate staff, premises and laboratory equipment for
testing the cosmetic manufactured, and the raw materials used in the
manufacture; or

(i) make arrangements with some ingtitution approved by the Licensing
Authority under Part XV (A) of these rules for such tests to be regularly
carried out in this behalf by the ingtitution.

?139-A Form of ¥ licence to manufacture cosmetics for sale or for distribution] —A
3[licence to manufacture cosmetic for sale or for distribution] against application in Form
31, shall be granted in Form 32.

[139AA.Inspection before grant or renewal of licence- Before a licence under this
part is granted or renewed in Form 32, Form 32-A or Form 3, the Licensing Authority
shall cause the establishment, in which the manufacture is proposed to be conducted or
being conducted, to be inspected by one or more Inspectors appointed under the Act. The
Inspector or Inspectors shall examine al portions of the premises, plant and appliances
and also inspect the process of manufacture intended to be employed or being employed
along with the means to be employed or being employed for standardizing and testing the
substances to be manufactured and enquire into the professional qualifications of the
technical staff to be employed. He shall also examine and verify the statements made in
the application in regard to their correctness, and the capability of the applicant to comply
with the requirements of competent technical staff, manufacturing plant, testing
equipments and the requirements of plant and equipments as laid down in Schedule M-I11
read with requirements of maintenance of records as laid down in Schedule U-1.

139AB. Report by Inspector.- The Inspector or Inspectors shall forward a detailed
descriptive report giving his or their findings on each aspect of inspection along with his
or their recommendations after completion of his or their inspection to the Licensing
Authority.

'Subs. by G.O.I. Notification No. GSR 723(E) dt 11.8.1992.
?Ins. by G.O.I. Notification No. GSR 444 dt 28.4.1973.
*Subs. by G.O.I. Notification No. GSR 783(E) dt 10.10.1985.
*Ins. by G.O.1. Notification No.493(E) dt 9.6.1995.
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139AC. Grant or refusal of licence.- (1) If the Licensing Authority after such further
enquiry, if any as he may consider necessary is satisfied that the requirements of the rules
under the Act have been complied with and that the conditions of the licence and the rules
under Act shall be observed, he shall grant or renew a licence inform 32, Form 32-A or
Form 33.

(2) If the Licensing Authority is not so satisfied, he shall reject the application and
shall inform the applicant of the reasons for such rejection and of the conditions which
must be satisfied before alicence can be granted or renewed and shall supply the applicant
with acopy of inspection report.

130AD. Further application after rejection.- If within a period of six months from the
rejection of an application for alicence, the applicant informs the Licensing Authority that
the conditions laid down have been fulfilled and deposits an inspection l[a fee of rupees
two hundred and fifty], the Licensing Authority may, if, after causing further inspection to
be made, he is satisfied that the conditions for the grant of licence have been complied,
with issue a licence in Form 32, Form 32-A or Form 33.

139AE. Appeal to the State Government- Any person who is aggrieved by the order
passed by the Licensing Authority refusing to grant or renew a licence under this Part
may, within ninety days from the date of receipt of such order, appeal to the State
Government and the State Government may, after such enquiry into the matter as is
considered recessary and after giving the said person an opportunity for representing the
case, pass such order asit thinksfit.]

139-B Form of loan Ylicence to manufacture cosmetics for sale or for
distribution]—A loan *[licence to manufacture cosmetics for sale or for distribution]
against application in Form 31-A shall be granted in Form 32-A.

140 Duration of licence.- An original licence or a renewal licence shall unless sooner
suspended or cancelled be [valid for a period of five years and on from the date on which]
it isgranted or renewed.

“Provided that if the application for renewal of a licence in force is made before its
expiry or if the applications is made within six months of its expiry, after payment of
additional fee, the licence shall continue © be in force until orders are passed on the
application for its renewal is not made within six months of its expiry.

141. Certificate of renewal—The certificate of renewa of a licence in Form 32 shall
be issued in Form 33.

ISubs. by G.O.I. Notification No. GSR 723(E) dt 11.8.1992.
2Ins. by G.O.I. Notification No. GSR 444 dt 28.4.1973.
3Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985.
* Subs. by G.O.1. Natification No. GSR 601(E) dt 24.8.2001.
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141-A Certificate of renewal of a loan licence—The certificate of renewal of a
licence in Form 32-A shal be issued in Form 330A.

1141-AA Duration of a loan licence—An origina loan licence in Form 32-A or a
renewed loan licence in Form 33-A, unless sooner suspended or cancelled, shall be ?[valid
for a period of five years on and from the date on which] it is granted or renewed.

Provided that if the application for the renewal of a licence is made before its expiry,
or if the application is made within six months of its expiry, after payments of the
additional fee, the licence shall continue to be in force and orders are passed on the
application. The licence shall be deemed to have expired if the application for its renewal
isnot made within six months of expiry.

142. Conditions of licence—A licence in Form 32 shall be subject to the conditions
stated therein and to the following other conditions, namely:—

(@ the licensee shall provide and maintain staff, premises and equipment as
specified in rule 139.

(b) The licensee shall comply with the provisions of the Act and the Rules
made thereunder and with such further requirements, if any, as may be
specified in any rules to be made hereafter under Chapter 1V of the Act.

%(b-1) the licensee shall keep records of the details of each batch of cosmetic
manufactured by him and of raw materials used therein as per particulars
specified in Schedule U(1) and such records shall be retained for a period
of three years.

(c) The licensee shall test each batch or lot of the raw materials used by him
for the cosmetics and also each batch of the final product and shall maintain
records or registers showing the particulars in respect of such tests. The
records or registers shall be retained for a period of three years from the
date of manufacture.

(d) The licensee shall allow any Inspectors appointed under the Act to enter
with or without prior notice any premises where the manufacture of a
substance in respect of which the licence is issued is carried on, to inspect
the premises and to take samples of the manufactured products under a
receipt.

!Ins. by G.O.I. Notification No. GSR 444 dt 28.4.1973
*Subs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
®Ins. by G.O.I. Notification No. GSR 1594 dt 13.11.9176.
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(e) The licensee shall allow an Inspector to inspect all registers and
records maintained under these rules and shall supply to the Inspector
such information as he may require for the purpose of ascertaining
whether the provisions of the Act and the Rules made thereunder have
been complied.

Y(f) The licensee shall maintain an Inspection Book in Form 35 to
enable an Inspector to record his impresson and the defects
noticed.

[ Provided that clauses (b-1) and (c) shall not apply to the manufacture of soap and the
procedure for testing of raw materials and the records to be maintained by the
manufacturer of soap shall be such as are approved by the Licensing Authority.]

*142-A Additional information to be furnished by an applicant for licence or a
licensee to the Licensing Authority.—The applicant for the grant of a licence or any person
granted a licence under this Part shall, on demand; furnish to the Licensing Authority,
before the grant of the licence or during the period of licenceisin force, as the case may
be, documentary evidence in respect of the ownership or occupation on rental or other
basis of the premises specified in the application for licence or in the licence granted,
congtitution of the firm, or any other relevant matter, which may be required for the
purpose of verifying the correctness of the statements made by the applicant or the
licensee, while applying for or after obtaining the licence as the case may be.

1142-B Conditions of licence in Form 32-A.-
(& A licence in Form 32-A shall be deemed to be cancelled or suspended, if the
licence owned by the licensee, in Form 32, whose manufacturing facilities are
cancelled or suspended, as the case may be under these Rules.

(b) The licensee shall comply with the provisions of the Act and these rules and
with each further requirements, if any, as may be specified from time to timein
Chapter 1V of the Act, provided that where such further requirements are
specified in the rules, these would come into force four months after
publication in the Official Gazette.

>(b-1)the licensee shall keep records of the details of each batch of cosmetic
manufactured by him and of raw materials used therein as per particulars
specified in Schedule U (1) and such records shall be retained for a period of
three years.

(c) The licensee shall test each batch or lot of the raw materials used by him for the
manufacture of the cosmetics and also each batch of thefinal product and shall

Iins. by G.O.I. Notification No. GSR 444 dt 28.4.1973
2Ins. by G.O.I. Notification No. GSR 681(E) dt 6.6.1988.
®ns. by G.O.I. Notification No. S.0.2139 dt 12.8.1972.
“Ins. by G.O.I. Notification No. GSR 1594 dt 13.11.9176
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maintain records of registration showing the particulars in respect of such tests.
The records or registers shall be retained for a period of three years from the
date of manufacture.

(d) The licensee shall alow an Inspector appointed under the Act to enter with or
without prior notice any premises where the manufacture of a substance in
respect of which licence is issued is carried on, to inspect the premises and to
take samples of the manufactured products under a receipt.

(e) The licensee shal alow an Inspector to inspect al registers and records
maintained under these rules and shall supply to the Inspector such information
as he may require for the purpose of ascertaining whether the provisions of the
Act, and the rules made thereunder have been compiled.

(AHThe licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record hisimpressions and the defects noticed.

143. Cancellation and suspension of licence.—(1) The Licensing Authority may, after
giving the licensee an opportunity to show cause why such an order should not be passed,
by an order in writing stating the reasons therefore, cancel a licence issued under this Part
or suspend it br such period as he thinks fit, either wholly or in respect of some of the
substances to which it relates, if in his opinion, the licensee has failed to comply with any
of the conditions of the licence or with any provisions of the Act or the rules made
thereunder.

(2) A licensee whose license has been suspended or cancelled may appeal with in a
period of three months from the date of the order to the State Government which shall
after considering the appeal, pass orders, and such orders shall be final.

Y144. Prohibition of manufacture of cosmetics containing colours other than those
prescribed.- No Cosmetic shall be manufactured which contains Dyes, Colours and
Pigments other than the one specified by the Bureau of Indian Standards (1S: 4707 Part |
as amended) and Schedule Q.

The permitted Synthetic Organic colours and Natural Organic colours used in the
Cosmetic shall not contain more than :

(i) 2 parts per million of arsenic calculated as arsenic trioxide.

(i) 20 parts per million of lead calcuated as lead.

(iii) 100 parts per million of heavy metals other than lead calculated as
the total of the respective metals.]

#144-A. Prohibition of manufacture of cosmetics containing Hexachlorophene—No
cosmetic containing Hexachlorophene shall be manufactured.

T Subs. by G.O.I. Notification No. GSR 811(E) dit 14.11.1994.
?Ins. by G.O.I. Notification No. GSR 116 dt 25.1.1975.
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IProvided that in the case of soaps hexachlorophene may be used in concentrations
not exceeding one per cent weight by weight.

Provided further that the following cautionary note shall be printed and shall appear in
a conspicuous manner on the wrapper of package of each soap, namely:-

“Contains hexachlorophene — not to be used on babies’.]

145. Use of Lead and Arsenic compounds for the purpose of colouring cosmetics
prohibited—The use of Lead and Arsenic compounds for the purpose of colouring
cosmetics is prohibited.

?145-A. Form of intimation for purpose of taking samples of cosmetics —Where an
Inspector takes a sample of a cosmetic for the purpose of test or analysis, he shall intimate
such purpose in writing in Form 17 to the person from whom he takesiit.

J145-AA. Form of receipt of samples of cosmetics where fair price tendered is
refused.- Where the fair price, for the samples of Cosmetics taken for the purpose of test
or analysis, tendered under sub-section (1) of Section 23 has been refused, the Inspector
shall tender a receipt therefore to the person from whom the said samples have been taken
as specified in Form 17-A.]

145-B. Form of receipt for seized cosmetics.—A receipt by an Inspector for the stock
of any cosmetic seized under clause (c) of sub-section (1) of section 22 of the Act, shall be
in Form 15.

“145-BA Manner of certifying copies of seized documents.- The Drugs Inspector
shall return the documents, seized by him under clause (cc) or produced before him under
clause (cca) of sub-section (1) of Section 22 of the Act, within a period of twenty days of
the date of such seize or production, to the person from whom they were seized or, as the
case may be, the person who produced them, after copies thereof or extracts therefrom
have been signed by the Drugs Inspector concerned and the person from whom they were
seized, or, as the case may be, who produced such records.]

®145-C Form of order not to dispose of stocks of cosmetics—An order in writing by an
Inspector under clause (c) of sub-section (1) of Section 22 of the Act requiring a person
not to dispose of any stock of cosmeticsin his possession shall bein Form 15.

YIns. by G.O.I. Notification No. GSR 1049(E) dt 29.8.1986.

2 Added by G.O.I. Notification No. S.O. 2139 dtd 12.8.1972.
3ns. by G.O.l. Notification No. GSR 292(E) dt 29.5.1997
*Ins. by G.O.I. Notification No. GSR 89(E) it 16.2.1985.

% Ins. by G.O.I. Notification No. GSR 1594 dt 13.11.9176.
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1145-D Prohibition of manufacture of cosmetics contai ning mercury compounds—No
cosmetics containing mercury compounds shall be manufactured.

PART XV—LABELLING, PACKING AND STANDARDS OF COSMETICS

146. Prohibition of sale or distribution—Subject to other provisions of these rules, no
person shall sell or distribute any cosmetic unless the cosmetic, if of Indian origin is
manufactured by a licensed manufacturer and labelled and packed in accordance with
these rules.

[147. Exemption of cosmetics not manufactured for consumption or sale in India
from the provisions of this Part.- Labels on packages or containers of cosmetics not
manufactured for consumption or sale in India shall be adapted to meet the specific
requirements, if any, of the consignee.

Provided that where a cosmetic is required by the consignee to be not labeled with the
name and address of the manufacturer, the labels on packages or containers shall bear a
code number as approved by the Licensing Authority mentioned in Rule 21.]

148. Manner of labelling—Subject o other provisions of the rules, a cosmetic shall
cary.-

Q) On both the inner and outer labels;

@ The name of the cosmetic,

°[(b) The name of the manufacturer and complete address of the
premises of the manufacturer where the cosmetic has been
manufactured.

Provided that if the cosmetic is contained a very small size container where
the address of the manufacturer cannot be given, the name of the
manufacturer and his principa place of manufacture shall be given along with
pin code]

2 On the outer 1abdl-

A declaration of the net contents expressed in terms of weight for solids, fluid
measure for liquids, weight for semi solids, combined with numerical court if
the content is sub-divided:

!ns. by G.O.I. Notification No. X.11013/3/76-D&MS dit 19.8.1978.
2Subs. by G.O.I. Notification No. GSR 682(E) dit 5.12.1980
% Subs. by G.O.I. Notification No. GSR 352(E) dt 26.4.2000.



185

Provided that this statement need not appear in case of a package of perfume, toilet
water or the like the net content of which does not exceed 60ml or any package of solid or
semi-solid cosmetic the net content of which does not exceed 30 grams.

(3) On the inner label, where a hazard exists—
(@) Adequate direction for safe use.
(b) Any warning, caution or special direction required to be observed by
the consumer,
(c) A statement of the names and quantities of the ingredients that are
hazardous or poisonous.

Y4) A distinctive batch number, that is to say, the number by reference to which
details of manufacture of the particular batch from which the substance in the container is
taken are recorded and are available for inspection, the figures representing the batch
number being preceded by the letter “B”, provided that this clause shall not apply to any
cosmetic containing 10grams or less if the cosmetic is in solid or semi-solid state, and 25
milliliters or less if the cosmetic isin aliquid state.

2[Provi ded further that in the case of soaps, instead of the batc h number, the month and
year of manufacture of soap shall be given on the label ]

%(5) manufacturing licence number, the number being preceded by the letter ‘M.

(6) Where a package of a cosmetic has only one label, such label shall contain all the
information required to be shown on both the inner and the outer labels, under these Rules.

“[148-A. Prohibition against altering inscriptions on containers, labels or wrappers of
cosmetics.- No person shall ater, obliterate or deface any inscription or mark mede or
recorded by the manufacturer on the container, label or wrapper of any cosmetic.

Provided that nothing in this rule shall apply to any alteration, inscription or mark
made on the container, label or wrapper of any cosmetic at the instance or direction or
with the permission of the licensing authority.]

149. °[Labelling of Hair dyes containing Dyes, Colours and Pigments.—Hair dyes
containing ParaPhenylenediamine or other Dyes, Colours and Pigments] shall be labelled
with the following legend in English and local languages and these shall appear on both
the inner and the outer |abels.

"Amended by G.O.I. Notification No. GSR 245 dt 21.2.1976.
’Ins. by G.O.I. Notification No. 681(E) dit 6.8.1988.
SAmended by G.O.I. Notification No. GSR 245 dt 21.2.1976
*Ins. by G.O.I. Notification No.GSR 351(E) dt 26.4.2000.
®Subs. by G.O.I. Notification No.GSR 811(E) dit 14.11.1994.
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“ Caution—This product contains ingredients which may cause skin irritation in
certain cases and so a preliminary test according to the accompanying direction
should first be made. This product should not be used for dyeing the eye-lashes or
eyebrows; as such a use may cause blindness”.

Each package shall aso contain instructions in English and local languages on the
following lines for carrying out the test:

“This preparation may cause serious inflammation of the skin in some cases and so a
preliminary test should always be carried out to determine whether or not gecial
sensitivity exists. To make the test, cleanse a small area of skin behind the ear or
upon the inner surface of the forearm, using either soap and water or alcohol. Apply
a small quantity of the hair dye as prepared for use to the area and alow it to dry.
After twenty-four hours, wash the area gently with soap and water. If noirritation or
inflammation is apparent, it may be assumed that no hypersensitivity to the dye
exists. The test should, however, be carried out before each and every application.
This preparation should on no account be used for dyeing eye-brows or eyelashes as
severe inflammation of the eye or even blindness may result”.

'[149-A. Special provisions relating to toothpaste containing fluoride. -

()  Fluoride content in toothpaste shall not be more than 1000 ppm and the
content of fluoride in terms of ppm shall be mentioned on the tube and
carton.

(i) Date of expiry should be mentioned on tube and carton.]

150. Report of result of test or analysis of cosmetics—Test reports on samples of
cosmetics taken for test or analysis under these Rules shall be supplied in Form 34.

q150-A. Standard for cosmetics.- Subject to the provisions of these rules, the
standards for cosmetics shall be such as may be prescribed in Schedule S.]

*PART XV (A)

APPROVAL OF INSTITUTIONS FOR CARRYING OUT TESTSON
DRUGS, COSMETICSAND RAW MATERIALSUSED IN THEIR
MANUFACTURE ON BEHALF OF LICENSEES FOR
MANUFACTURE FOR SALE OF DRUGS/ COSMETICS.

150-B. Application for grant for testing drugs/ cosmetics—

YIns. by G.O.I. Notification No. GSR 223(E) dt 19.4.1991.
2 Ins. by G.O.I. Notification No. GSR 510(E) dit 26.7.1982..
3Ins. by G.O.I. Notification No. X.1104/7/76-D&M dt 23.8.1977.
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(1) Application for grant or renewal of approval for carrying out tests for identity,
purity, quality and strength on drugs or cosmetics or the raw materials used in
the manufacture thereof on behalf of licensees for manufacture for sale of
drugs or cosmetics, shall be made in Form 36 to the Licensing Authority
appointed by the State Government for the purposes of Part VII, VII (A) or
X1V of these Rules, as the case may be and referred to as the “approving
authority” under this Part and shall be accompanied by an inspection fee of
"[rupees six thousand] in the case of testing of drugs specified in Schedules C
and C (1) and Y[rupees one thousand five hundred] in the case of testing of
drugs other than those specified in Schedule C and C (1), homoeopathic drugs
and cosmetics.

Provided that the applicant shall furnish to the approving authority such
additional information as may be required by him in connection with the
application in Form 36;

Y Provided further that if the applicant applied for renewal of approval after its
expiry but within six months of such expiry, the inspection fee payable shall be
rupees six thousand in the case of testing of drugs specified in Schedule C and
C (1) and rupees one thousand five hundred in the case of testing of drugs other
than those specified in Schedule C and C (1), Homoeopathic medicines and
cosmetics plus an additional fee at the rate of rupees one thousand per month.]

(2) A separate application shall be made for grant of approval for carrying out tests
on additional categories of drugs or items of cosmetics and shall be
accompanied by an inspection fee of rupees one thousand five hundred in the
case of drugs specified in Schedule C and Schedule C(1) and rupees one
thousand each in case of drugs other than those specified in Schedule C and
Schedule C(1), homeopathic medicines and cosmetics.

Explanation—For the purpose of this Part, the words ‘drugs and ‘cosmetics shall
also mean and include the raw materials used in the manufacture of drugs including
Homoeopathic drugs or cosmetics, as the case may be.]

150-C. Form on which approval to be granted for carrying out tests on drugs /
cosmetics on behalf of licensees for manufacture of drugs/cosmetics and conditions for
grant or renewal of such approval—

(1) Approva for carrying out such tests of identity, purity, quality and strength
of drugs or cosmetics as may be required under the provisions of these rules,
ob behalf of licensee for manufacture of drugs or cosmetics shall be granted
in Form 37.

(2) Before approval in Form 37 is granted or renewed, the following conditions
shall be compiled with by the applicant—

ISubs. by G.O.I. Notification No. GSR 601(E) dt 24.8.2001.
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(1) The premises where the tests are being carried out shall be well lighted
and properly ventilated except where the nature of tests of any drug or
cosmetic warrants otherwise. Wherever necessary, the premises shall
be air conditioned so as to maintain the accuracy and functioning of
laboratory instruments or to enable the performance of special tests
such as sterility tests, microbiological tests etc.

2) The applicant shall provide adequate space having regard to the nature
and number of samples of drugs or cosmetics proposed to be tested,;

Provided that the approving authority shall determine from time to
time whether the space provided continues to be adequate.

3) If it is intended to carry out tests requiring the use of animals, the
applicant shall provide for an animal house and comply with the
following requirements.

(@ The animal house shall be adequate in area, well lighted and
properly ventilated and the animals undergoing tests shall be
kept in air conditioned area.

(b) The animals shall be suitably housed in hygienic surroundings
and necessary provisions made for removal of excreta and foul
smell.

(c) The applicant shal provide for suitable arrangements for
preparation of animal feed.

(d) The applicant shal provide for suitable arrangements for
quarantining of all animals immediately on their receipt in the
institution.

(& The animals shall be periodically examined for their physical
fitness

(f) The applicant shall provide for isolation of sick animals as well
as animals under test.

(g) The applicant shall ensure compliance with the requirements of
the Prevention of Cruelty to Animal Act, 1960 (59 of 1960).

(h) The applicant shall make proper arrangements for the disposal of
the carcasses of animals in a manner as not to cause to public
health.

(4) The applicant shall provide and maintain suitable equipment having
regard to the nature and number of samples of drugs or cosmetics
intended to be tested which shall be adequate in the opinion of the
approving authority.

(5) Thetesting of drugs or cosmetics, as the case may be shall be under
the active direction of a person whose qualifications and experience
are considered adequate in the opinion of the approving authority and
who shall be held responsible for the reports of test or analysis issued
by the applicant.
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The testing of drugs or cosmetics, as the case may be, for identity,

(6) purity, quality and strength shall be carried out by persons whose
gualifications and experience of testing are adequate in the opinion
of the approving authority.

(7) The applicant shall provide books of standard recognized under the
provisions of the Act and the Rules made thereunder and such books
of reference as may be required in connection with the testing or
analysis of the products for the testing of which approval is applied
for.

150-D: Duration of approval: An approval granted in Form 37 or renewed in Form 38,
unless sooner suspended or withdrawn, shall be *[valid for a period of five years on and
from the date on which] it is granted or renewed:

Provided that if an application for the renewa of an approva in Form 37 is made
before its expiry or if the application is made within six months of its expiry after the
payment of the additiona fee, the approval shall continue to be in force until orders are
passed on the applications and the approval within six months of its expiry.

150E: Conditions of approval: An approva in Form 37 shall be subject to the
following general conditions: —

(8 The ingtitution granted approval under this Part (hereinafter referred to as the
approved institution) shall provide and maintain an adequate staff and adequate
premises and equipment as specified in rule 150-C.

(b) The approved ingtitution shall provide proper facilities for storage so as to
preserve the properties of the samples of the samples to be tested by it.

(c) The approved ingtitution shall maintain records of tests for identity, purity,
quality and strength carried out on all samples of drugs or cosmetics and the
results thereof together with the protocols of tests showing the readings and
calculation in such form as to be available for inspection and such records shall
be retained in the case of substances for which an expiry date is assigned for a
period of two years from the expiry of such date and in the case of other
substances for aperiod of six years.

(d) The approved institution shall allow the Inspector appointed under this Act to
enter with or without prior notice the premises where the testing is carried on
and to inspect the premises and the equipment used for test and the testing
procedures employed. The institution shall allow the Inspectors to inspect the
registers and records maintained under these Rulesand shall supply to such

'Subs by G.O.1. Notification No. GSR 601(E) dit 24.8.2001.
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Inspectors such information as they may require for the purpose of ascertaining
whether the provisions of the Act and Rules made thereunder have been
observed.

(e) The approved ingtitution shall from time to time report to the approving

(f)

authority any changes in the persor+in-charge of testing of drugs or cosmetics
or in the expert staff responsible for testing as the case may be and any material
alteration in the premises or changes in the equipment used for the purposes of
testing which have been made since the date of last inspection made on behalf
of the approving authority before the grant or renewal of approval.

The approved institution shall furnish reports of the results of test or analysisin
Form 39.

(g) In case any sample of adrug or a cosmetic is found on test to be not of standard

quality, the approved institution shall furnish the approving authority *[and the
licensing authority of the State where the manufacturer and/or sender of the
drug or cosmetic is located] with copy of the test report on the sample with the
protocols of tests applied.

(h) The approved ingtitution shall comply with the provisions of the Act and Rules

0]

made thereunder and with each further requirements, if any, may be specified
in the rules subsequently made under Chapter IV of the Act of which the
approving authority has given the approved institution not less than four
months notice.

The approved ingtitution shall maintain an Inspection Book to enable the
Inspectors to record hisimpression or defects noticed.

150-F:Inspection before grant of approval: Before an approval in Form 37 is granted,
the approved authority shall cause the ingtitution at which the testing of drugs or
cosmetics, as the case may be, is proposed to becarried out to be inspected jointly by the
Drugs Inspectors of the Central Drugs Standard Control Organisation and the State Drugs
Control Organisation who shall examine the premises and the equipment intended to be
used for testing of drugs or cosmetics and inquire into the professiona qualifications of
the expert staff to be employed.

150-G: Report of Inspection: The Drug Inspector mentioned in rule 150-F shall
forward to the appointing authority a detailed report of the result of the inspection.

Yns. by G.O.I. Notification No. GSR 93(E) dt 24.2.1995.
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150-H: Procedure of approving authority: (1) If the approving authority after such
further enquiry, if any, as he may consider necessary, is satisfied that the requirements of
the rules made under the Act have been compiled with and that the conditions of the
approval and the Rules made under the Act will be observed, he shall grant an approval in
Form 37.

(2) If the appointing authority is not so satisfied, he shall reject the application and
shall inform the applicant of the reasons for such rejections and of the conditions, which
must be satisfied before an approval could be granted.

150-1: Further application after rejection: If within a period of six months from the
rejection for approval, the applicant informs the approving authority that the conditions
laid down have been satisfied and deposits inspection fee of '[rupees two hundred and
fifty], the approving authority mat, if, after causing a further inspection to be made,
satisfied that the conditions for grant of approval have been compiled with, grant the
approval in Form 37.

150-J: Renewal: On an application being made for renewal the approving authority
may cause an inspection to be made and if satisfied that the conditions of the approval and
the Rules made under the Act are and shall continue to be observed shall issue a certificate
of renewal in Form 38.

150-K: Withdrawal and suspension of approvals. (1) The approving authority may,
after the approved institution an opportunity to show cause why such an order should not
be passed, by an order in writing stating the reasons therefore, withdraw an approval
granted under this Part or suspend it for such period as he thinks fit either wholly or in
respect of some of the categories of drugs or items of cosmetics to which it relates, if in his
opinion the approved institution has failed to comply with any of the conditions of the
approval or with any provisions of the Act or the Rules made thereunder.

(2) Any approved institution whose approval has been suspended or withdrawn may
within three months of the date of the order, appeal to the State Government which shall
dispose of the appeal in consultation with a panel of competent persons appointed by it in
this behalf and notified in the Official Gazette.

’PART XVI|—M ANUFACTURE FOR SALE OF AYURVEDIC (INCLUDING SIDDHA) OR UNANI
DRUGS.

151. manufacture on more than one set of premises—If Ayurvedic (including Siddha)
or Unani drugs are manufactured are manufactured on more than one set of premises, a
separate applications shall be made and a separate licence shall be obtained in respect of
each such set of premises.

'Subs. by G.O.l. Naotification No. GSR 601(E) dt 24.8.2001.
2 Added under G.O.1.Notification No. 1-23/67-D dated the 2-2-1970.
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152. Licensing Authorities—Fore the purpose of this Part the State Government shall
appoint such Licensing Authorities and for such areas as may be specified in this behalf by
notification in the Official Gazette.

153. Application for licence to manufacture Ayurvedic (including Sddha) or Unani
drugs—(1) An application for the grant or renewal of a licence to manufacture for sae
any Ayurvedic (including Siddha) or Unani drugs shall be made in Form 24-D to the
Licensing Authority alongwith afee of rupees sixty.

Provided that in the case of renewal the applicant may apply for the renewa of the
licence before its expiry or within one month of such expiry:

Provided further that the applicant may apply for renewal after the expiry of one
month but within three months of such expiry in which case the fee payable for renewal of
such licence shall be rupees thirty.

(ii) A fee of rupees fifteen shall be payable for a duplicate copy of a licence issued
under thisrule, if the original licence is defaced, damaged or |ost.

1153-A. Loan Licence.—(i) An application for the grant of renewal of aloan licenceto
manufacture for sale of any Ayurvedic (including Siddha) or Unani drugs shall be made in
Form 25-E to the Licensing Authority along with a fee of rupees thirty.

Explanation—For the purpose of this rule, a loan licence means a licence which a
Licensing Authority may issue to an applicant who does not have his own arrangements
for manufacture but intends to avail himself of the manufacturing facilities owned by a
licence in Form 25-D:

Provided that in the case of renewd the applicant may apply for the renewal of the
licence before its expiry or within one month of such expiry:

Provided further that the applicant may apply for renewal after the expiry of one
month, but within three months of such expiry in which case the fee payable for renewal
of such licence shall be rupees thirty plus an additional fee of rupees fifteen.

(if) A fee of rupees seven and paise fifty shall be payable for a duplicate copy of a
licence issued under thisrule, if the original licence is defaced , damaged or lost.

154. Form of licence to manufacture Ayurvedic (including Sddha) or Unani drugs:
(1) Subject to the conditions of rule 157 being fulfilled, a licence to manufacture for sale
any Ayurvedic (including Siddha) or Unani drugs shall be issued in Form 25-D. The
licence shall be issued within a period of three months from the date of receipt of the
application.

Tns. by G.O.I. Notification No. GSR 376(E)dt 20.7.1978.
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(2) A licence under thisrule shall be granted by the licensing authority after consulting
such expert in Ayurvedic (including Siddha) or Unani Systems of medicine as the case
may be, which the State Government may approve in this behalf.

1154-A Form of loan licence to manufacture for sale of Ayurvedic (including Siddha)
or Unani drugs.—

A loan licence to manufacture for sale of any Ayurvedic (including Siddha) or Unani
drugs shall be issued in Form 25E.

(2) A licence under this rule shal be granted by the Licensing Authority after
consulting such expert in Ayurvedic (including Siddha) or Unani systems of medicine, as
the case may be, which the State Government may approve in this behalf.

(3) The Licensing Authority shall, before the grant of a loan licence, satisfy himself
that the manufacturing unit has adequate equipment, staff, capacity for manufacture and
facilities for testing, to undertake the manufacture on behalf of the applicant for a loan
licence.

155. Certificate of renewal—The certificate of renewa of a licence in Form 25-D
shall beissued in Form 26-D.

1155-A. Certificate of renewal of a loan licence—The certificate of renewal of aloan
licence in Form 25-E shall beissued in Form 26-E.

7155-B. Certificate of award of G.M.P. of Ayurveda, Siddha and Unani Drugs.- The
certificate of Good Manufacturing Practices to manufacturers of Ayurveda, Siddha or
Unani drugs shall be issued to licensees who comply with the requirements of Good
Manufacturing Practice of Ayurveda, Siddha and Unani drugs as laid down in Schedule
Tl]

156. Duration of licence—An origina licence in Form 25-D or arenewed in Form 26-
D, unless sooner suspended or cancelled shall be valid upto the 31 December of the year
following the year in which it is granted or renewed.

Provided that if the application for the renewal of alicence is made before its expiry or
within one month of its expiry after payment of the additional fee of rupees thirty, the
licence shall continue to be in force until orders are passed on the application. The licence
shall be deemed to have expired, if the application for its renewal is not made within three
months of its expiry.

YIns. by G.O.I. Notification No. GSR 376(E)dt 20.7.1978
%Ins. by G.O.1. Notification No. GSR 561(E)dt 23.6.2000.
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1156-A. Duration of loan licence—An origina loan licence in Form 25-E or a
renewed loan licence in Form 26-E, unless sooner suspended or cancelled, shall be valid
up to the 31% December of the year following the year in which it is granted or renewed.

Provided that if the application for the renewal of aloan licence is made in accordance
with rule 153-A, the loan licence shall continue to be in force until orders are passed on
the application. The licence shall be deemed to have expired, if the application for its
renewal is not made within three months of its expiry.

157. Conditions for the grant or renewal of a licence in Form 25-D—Before a licence
in Form 25-D is granted or renewed in Form 26-D the following conditions shall be
compiled with by the applicant, namely: — (1) The manufacture of Ayurvedic (including
Siddha) or Unani drugs shall be carried out in such premises and under such hygienic
conditions as are specified in Schedule T.

J1-A for getting acertificate of *Good Manufacturing Practices of Ayurveda Siddha
Unani drugs, the applicant shall made application on plain  paper, providing the
information on existing infrastructure of the manufacturing unit, and the licensing
authority shall after verification of the requirements as per Schedule ‘T’ issue the
certificate within a period of 3 monthsin form 26-E-1]..

(2) The manufacture of Ayurvedic (including Siddha) or Unani drugs shall be
conducted under the direction and supervision of competent technical staff consisting at
least one person, who is a whole time employee and who possesses the following
qualifications, namely—

(8 A degree in Ayurveda or Ayurvedic Pharmacy, Siddha or Unani system of
medicine, as the case may be, conferred by a University, a State Government or Statutory
Faculties, Councils and Boards of Indian Systems of medicines recognized by the Central
Government or a State Government for this purpose, or

(b) A diploma in Ayurveda, Siddha or Unani system of medicine granted by a State
Government for this purpose, or

(c) A graduate in Pharmacy or Pharmaceutical Chemistry or Chemistry or Botany of a
University recognized by the Centra Government with experience of at least two yearsin
the manufacture of drugs pertaining to the Ayurvedic or Siddha or Unani systems of
medicines, or

(d) A Vaid or Hakim registered in a State Register of Practitioners of indigenous
systems of medicines having experience of at least four years in the manufacture of
Ayurvedic or Siddha or Unani drugs, or

Yns. by G.O.I. Notification No. GSR 376(E)dt 20.7.1978
ZIns. by G.O.I. Notification No. GSR 561(E)dt 23.6.2000.
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(e) A qudification as Pharmacist in Ayurvedic (including Siddha) or Unani systems of
medicines, possessing experience of not less than eight years in the manufacture of
Ayurvedic or Siddha or Unani drugs as may be recognized by the Central Government.

(3) The competent technical staff to direct and supervise the manufacture of
Ayurvedic drugs shall have qualifications in Ayurveda and the competent technical staff to
direct and supervise the manufacture if Siddha drugs and Unani drugs shall have
qualification in Siddha or Unani, as the case may be.

158. Conditions of licence.—A licence in Form 25-D shall be subject to the conditions
stated therein and to the following further conditions, namely —

(8 The licensee shall maintain proper records of the details of manufacture and of the
tests, if any, carried out by him, or by any other person on his behalf, of the raw material
and finished products.

(b) The licensee shall alow an Inspector appointed under the Act to enter any
premises where the manufacture of a substance in respect of which the licence is issued is
carried on, to inspect the premises, to take samples of the raw material as well as finished
products, and to inspect the records maintained under these rules.

Y(c) Thelicensee shall maintain an Inspection Book in form 35 to enable an Inspector
to record hisimpressions and the defects noticed.]

158-A Conditions of loan licence.—A licence in Form 25-E shall be subject to the
conditions stated therein and to the following conditions, namely—

(@ The licence in Form 25-E shall be deemed to be cancelled or
suspended, if the licence owned by the licensee in Form 25-D whose
manufacturing facilities have been availed of by the licensee is
cancelled or suspended, as the case may be, under these rules.

(b) The licensee shall comply with the provisions of the Act and of the
Rules and with such further requirements if any, as may be specified in
any Rules subsequently made under Chapter 1V-A of the Act, provided
that where such further, requirements are specified in the Rules; these
would come into force four months after publication in the Officia
Garette.

(c) Thelicensee shall maintain proper records of the details of manufacture
and of the tests, if any, carried out by him, or any other person on his
behalf, of the raw materials and finished products.

YIns. by G.O.I. Notification No. GSR 376(E)dt 20.7.1978
2Ins. by G.O.I. Notification No. GSR 561(E)dt 23.6.2000.
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(d) The licensee shal alow an Inspector appointed under the Act to
ingpect all registers and records maintained under these rules and shall
supply to the Inspector such information as he may require for the
purpose of ascertaining whether the provisions of the Act and the Rules
have been observed.

Y[(e) The licensee shall maintain an Inspection Book in form 35 to enable an
Inspector to record hisimpressions and the defects noticed.

159. Cancellation and suspension of licences—(1) The Licensing Authority may,
after giving an opportunity to show cause within a period which shall not be less than
fifteen days from the date of receipt of such notice, why such an order should not be
passed, by an order in writing stating the reasons therefore, cancel a licence issued under
this Part or suspend it for such period as he thinks fit, either wholly or in respect of some
of the drugs to which it relates, if in his opinion, the licensee has failed to comply with any
of the conditions of the licence or with any provisions of the Act and the Rules made
thereunder.

(2) A licensee whose licence has been suspended or cancelled may appeal to the State
Government within a period of three months from the date of receipt of the order which
shall, after considering the appeal, decide the same.

160. ldentification of raw materials—Raw materials used in the preparation of
Ayurvedic (including Siddha) or Unani drugs shall be identified and tested, wherever test
are available for their genuineness, and records of such tests as are carried out for the
purpose and the methods thereof shall be maintained.

[IPART XVI-A

APPROVAL OF INSTITUTIONS FORCARRYING
OUT TESTSON AYURVEDIC, SIDDHA AND UNANI DRUGS
AND RAW MATERIALSUSED IN THEIR MANUFACTURE ON
BEHALF OF LICENSEES FOR MANUFACTURE FOR SALE OF
AYURVEDIC, SIDDHA AND UNANI DRUGS.

160-A. Application for grant of approval for testing Ayurvedic, Sddha and Unani
drugs. - Application for grant or renewal of approval for carrying out tests for identity,
purity, quality and strength of Ayurvedic, Siddha and Unani drugs or the raw materials
used in the manufacture thereof on behalf of licensees for manufacture for sale of the said
Ayurvedic, Siddha and Unani drugs, shall be made in Form 47 to the Licensing Authority

Yns. by G.O.I. Notification No.GSR 331(E) dt 8.5.1984.
?Ins. by G.O.I. Notification No. GSR 701(E) dt 27.7.2001 and sub. By G.S.R.73(E) dt.31.01.2003.
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appointed by the State Government for the purposes of Part XVI, XVII or XVIII of these
rules, as the case may be, and referred to as the *approving authority’ under this Part and
shall be accompanied by an inspection fee of six thousand rupees in respect of the drugs
specified in First Schedule to the Act.

Provided that the applicant shall furnish to the approving authority such additional
information as may be required by it in connection with the application in Form 47.

Provided further that if the applicant applies for renewal of approval after is expiry but
within six months of such expiry, the inspection fee payable shall be six thousand rupees
plus an additional inspection fee at the rate of one thousand rupees per month in the case
of testing of Ayurvedic, Siddha and Unani drugs specified in First Schedule to the Act.

Explanation. - For the purpose of this Part, the words “Ayurvedic, Siddha and Unani
drugs’ shall aso mean and include the raw materias used in the manufacture of
Ayurvedic, Siddha and Unani drugs, as the case may be.

160-B. Form in which approval to be granted for carrying out tests on Ayurvedic,
Sddha and Unani drugs on behalf of licensees for manufacture of Ayurvedic, Sddha and
Unani drugs and conditions for grant or renewal of such approval. - (1) Approval for
carrying out such tests of identity, purity, quality and strength of Ayurvedic, Siddha and
Unani drugs as may be required under the provisions of these rules, on behalf of licensee
for manufacture of Ayurvedic, Siddha and Unani drugs shall be granted in Form 48.

(2) Before approval in Form 41 is granted or renewed, the following conditions shall
be complied with by the applicants, namely: -

(1) The premises where the tests are carried out shall be well lighted and
properly ventilated except where the nature of tests of any Ayurvedic,
Siddha and Unani drug warrants otherwise. Wherever necessary, the
premises shall be air-conditioned so as to maintain the accuracy and
functioning of laboratory instruments or to enable the performance of
special tests such as sterility tests and microbiological tests.

(if) (@ The applicant shall provide adequate space having regard to the nature and
number of samples of drugs proposed to be tested:
Provided that the approving authority shall determine from time to time
whether the space provided continues to be adequate.Provided further that
separate section shall be provided for (i) Chemistry, (ii) Pharmacognosy,
(iif) Ayurveda, Siddha and Unani, (iv) Microbiology, (v) Sample Room,
(vi) Officecum-Record Room with proper partitions and minimum
required areais 800 sg. ft.



(b) The applicant shall provide a list of persons who may beemployed with
him as experts, such as Chemist, Botanist and expert
Ayurveda/Siddha/Unani or Pharmacist who shall possess a degree in
Chemistry, Botany, Ayurveda/Siddha/Unani/Bachelor in Pharmacy from a
recognized University or equivalent, with experience for 2 years for
carrying out tests or analysis as per the Ayurvedic, Siddha and Unani
Pharmacopoeias.

(c) The applicant shall provide adequate equipments essesntial for carrying
out tests for identity, purity, quality and strength of Ayurvedic, Siddha and
Unani drugs as per pharmacopoeia standards or other avail able standards.

List of equipment recommended is given below:
Chemistry section.
1 Alcohol determination apparatus complete set.
2. volatile oil determination apparatus.
3. Boiling point determination apparatus
4. Melting point determination apparatus.
5. Refractometer.
6. Polarimeter.
7. Viscometer (Ostwalds, Red Viscometer.)
8. Tablet disintegration apparatus.
9. Moisture determination apparatus (IC filtrator.).
10.  U.V.Spectro-photometer.
11. Muffle furnace.
12. Electronic Balance.
13.  Hot air oven(s) different range of temperature/vacuum oven.
14.  Refrigerator.
15.  Glassdistillation apparatus/plant.
16.  Water supply demineralised exchange equipment/distillation egquipment.
17.  Air conditioner.
18.  LPG Gas cylinder with burners.
19.  Water bath(temperature controlled.)
20.  Heating mantle(4) as required.
21.  TLC apparatus with all accessories.
22.  Sieves10to 120 wqith sieve shaker.
23.  Centrifuge machine.
24.  Dehumidifier.
25. pH meter.
26.  G.L.C. with F.l.detector.
27.  Silicacrucible.
28.  Tablet friability tester.
29.  Tablet dissolution tester.
30.  Other related equipment, reagents, glasswares etc.
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Pharmacognosy Section.

1
2.

Microscope binocular.
Dissecting Microscope.
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3 Microtome.
4. Chemical balance.
5. Microdlide cabinet.
6 Aluminium slide trays.
7 Hot air oven.
8. Occular Micrometer.
9. Stage Micrometer.
10.  Camera LucidaPrism type and mirror type.
11.  Hot plates.
12.  Refrigerator.
13.  LPG Cylinder with burners.
14.  Other related equipments,reagents, glasswares etc.
Note:  Instuments like HPLC, HPTLC, atomic absorption Spectrophotometer
could be arranged by tie up with other |aboratories.
Microbiology section.
Laminar air flow bench(L.A.F.)
B.O.D. Incubator.
Plain Incubator.
Serological water bath.
Oven.
Autoclave/sterilizer.
Microscope (high power).
Colony counter.
Other related equipment and reagents.

©CoOoNoO~wWNEF

(3). The applicant shall provide and maintain suitable equipment having regard to the
nature and number of samples of Ayurvedic, Siddha and Unani drugs intended to be tested
which shall be adequate in the opinion of the approving authority.

(4) The testing of Ayurvedic, Siddha and Unani drugs, as the case may be, for identity,
purity, quality and strength shall be carried out under the active direction of one of the
experts stated in clause (b) of sub-rule (2) who shall be the person-in-charge of testing and
shall be held responsible for the reports of test issued by the applicant.

(5) The testing of Ayurvedic, Siddha and Unani drugs, as the case may be, for identity,
purity, quality and strength shall be carried out by persons whose qualifications and
experience of testing are adequat e as stated in clause (b) of sub-rule (2).

(6) The applicant shall provide books of standard recognized under the provisions of
the act and the rules made there under and such books of reference as may be required in
connection with the testing of analysis of the products for the testing of which approval is
applied for.

(7) The applicant shall provide list of standard Ayurvedic, Siddha and Unani drugs
(Reference samples) recognized under the provisions of the Act and rules made thereunder
and such reference samples kept in the laboratory may be required in connection with the
testing or analysis of the products of which approval is applied for.
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160-C. Duration of approval. - An approval granted in Form 47 or renewed in Form
49 unless sooner suspended or withdrawn, shall be valid for a period of three years from
the date on which it is granted or renewed.

Provided that if an application for the renewa of an approva in form 47 is made
before its expiry or if the application is made within six months of its expiry after the
payment of the additional inspection fee, the approval shall continue to be in force until
orders to the contrary are passed on the application and approval shall be deemed to have
expired if the application for renewal is not made within six months of expiry.

160-D. Conditions of approval. - An approva in Form 41 shall be subject to the
following conditions, namely: -

I.  The Institution granted approved under this Part (hereinafter referred to as the
approved laboratory) shall provide and maintain adequate staff and adequate premises and
equipment as specified in Rule 160-B.

[I. The approved laboratory shall provide proper facilities for storage so as to preserve
the properties of the samplesto be tested by it.

[11. The approved laboratory shall maintain records of tests for identity, purity, quality
and strength carried out on all samples of Ayurvedic, Siddha and Unani drugs and the
results thereof together with the protocols of tests showing the readings and calculation in
such form as to be available for inspection and such records shall be retained in the case of
substances for which date of expiry is assigned; for a period of two years from such date
of expiry and in the case of other substances, for a period of three years.

IV. The gproved laboratory shall alow the Inspector appointed under the Act to enter
with or without prior notice the premises where testing is carried out and to inspect the
premises and the equipment used for test and the testing procedures employed. The
laboratory shall allow the Inspectors to inspect the registers and records maintained under
these rules and shall supply to such Inspectors such information as they may require for
the purpose of ascertaining whether the provisions of the Act and rules made thereunder
have been observed.

V. The approved laboratory shall from time to time report to the approving authority
any changes in the persorrin-charge of testing of Ayurvedic, Siddha and Unani drugs or
the expert staff responsible for testing, as the case may be, and any material aterationsin
the premises or changes in the equipment used for the purposes of testing which have been
made since the date of last inspection made on behalf of the approving authority before the
grant or renewal of approval.

VI. The approved laboratory shall furnish reports of the results of tests or analysis in
Form 50.

VII. In case any sample of Ayurvedic, Siddha and Unani drug is found on test to be
not of standard quality, the approved laboratory shall furnish to the approving authority
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and the licensing authority of the State where the manufacturer and/or sender of the
Ayurvedic, Siddha and Unani drugsis located, a copy of the test report of the sample with
the protocols of tests applied.

VIII. The approved laboratory shall comply with the provisions of the Act and rules
made thereunder and with such further requirements, if any, as may be specified in the
rules made from time to time under Chapter 1V-A of the Act of which the approving
authority has given the approved laboratory not less than four months' notice.

IX. The approved laboratory shall maintain an inspection book to enable the Inspector
to record hisimpression or defects noticed.

160-E. Inspection before grant of approval. - Before an approval in form 48 is
granted, the approving authority shall cause the laboratory at which the testing of
Ayurvedic, Siddhaand Unani drugs as the case may be, is proposed to be carried out to be
inspected jointly by the Inspectors appointed or designated by the Central Government and
State Government for this purpose, who shall examine the premises and the equipment
intended to be used for testing of drugs and verify into the professional qualifications of
the expert staff who are or may be employed by the laboratory.

160-F. Report of inspection. - The Inspectors appointed by the Central Government as
stated in Rule 160-E shall forward to the approving authority a detailed report of the
results of the inspection.

160-G. Procedure of approving authority. - (1) If the approving authority after such
further enquiry, if any, as it may consider necessary, is satisfied that the requirements of
the rules made under the Act have been complied with and that the conditions of the
approval and the rules made under the Act have been observed, it shall grant approva in
Form 48.

(2) If the approving authority is not satisfied, it shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions which shall be
satisfied before approval could be granted.

160-H. Application after rgjection. - If within a period of six months from the
rejection of an application for approval, the applicant informs the approving authority that
the conditions laid down have been satisfied and deposits inspection fee of two thousand
rupees, the approving authority may, if, after causing a further inspection to be made and
after being satisfied that the conditions for grant of approval have been complied, with
grant the approval in Form 48.

160-1. Renewal. - On an application being made for renewal, the approving authority
shall, after causing an inspection to be made and if satisfied that the conditions of the
approval and the rules made under the Act have been complied with, shall issue a
certificate of renewal in form 49.
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160-J. Withdrawal and suspension of approvals. - (1) The approving authority may,
after giving the approved laboratory an opportunity to show cause why such an order
should not be passed, by an order in writing stating the reasons therefore, withdraw an
approval granted under this Part or suspend it for such period as it thinks fit either wholly
or in respect of testing of some of the categories of Ayurvedic, Siddha and Unani drugs to
which it relates, if in his opinion the approved laboratory had failed to comply with any of
the conditions of the approval or with any provision of the Act or the rules made
thereunder.

(2) Any approved laboratory, whose approval has been suspended or withdrawn, may,
within three months of the date of the order of suspension or withdrawal, appeal to the
State Government which shall dispose of the appeal in consultation with a panel of
competent persons appointed by the Department of Indian Systems of Medicine &
Homoeopathy, Government of Indiain this behalf and notified in the Official Gazette.]

PART XV||—1[LABELLING, PACKING AND LIMIT OF ALCOHOL IN] AYURVEDIC
(INCLUDING SIDDHA) OR UNANI DRUGS

Y161. Labelling, packing and limit of alcohol.]—(1) There shall be considerably
displayed on the label of the container or package of an Ayurvedic (including Siddha) or
Unani drug, the true list of al the ingredients used in the manufacture of the preparation
together with quantity of each of the ingredients incorporated therein and a reference to
the method of preparation thereof as detailed in the standard text and Adikarana, as are
prescribed in the authoritative books specified in the First Schedule to the Act:

Provided that if the list of ingredients contained in the medicine is large and cannot be
accommodated on the label, the same may be printed separately and enclosed with
packing and reference be made to this effect on the label.

(2) The container of a medicine for internal use made up ready for the treatment of
human ailments shall, if it is made up from a substance specified in Schedule E (1), be
labelled conspicuously with the words * Caution: To be taken under medical supervision’
both in English and Hindi language.

(3) Subject to the other provisions of these rules, the following particulars shall be
either printed or written in indelible ink and shall appear in a conspicuous manner on the
label of the innermost container of any Ayurvedic (including Siddha) or Unani drug and
on any other covering in which the container is packed namely--

(1) The name of the drug. For this purpose the name shall be the same as
mentioned in the authoritative books included in the Firs Schedule of the
Act.

TIns. By G.O.I. Notification No. GSR 904(E) dt 2.11.1992.
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(iii)
(iv)

V)

(vi)
(vii)
(viii)

(ix)

1ix (3
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A correct statement of the net content in terms of weight, measure or
number as the case may be. The weight and volume shall be expressed in
metric system.

The name and address of the manufacturer.

The number of the licence under which the drug is manufactured, the
figure representing the manufacturing licence number being preceded by
the words ‘ Manufacturing Licence Number’ or ‘Mfg. Lic. No.” or ‘M.L.".

A distinctive batch number, that is to say, the number by reference to
which details of manufacture of the particular batch from which the
substance in the container is taken are recorded and are available for
inspection, the figure representing the batch number being preceded by
the words “Batch No.” or “Batch” or “Lot Number” or “Lot No.” or “Lot
No.” or “Lot” or any distinguishing prefix.

The date of manufacture. For this purpose the date of manufacture shall be
the date of completion of the final products, or the date of bottling or
packing for issue.

The words “Ayurvedic medicine” or “Siddha medicine” or “Unani
medicing” as the case may be.

The words “FOR EXTERNAL USE ONLY” if the medicine is for
external application.

Every drug intended for distribution to the medical profession, as a free
sample shall, while complying with the labelling provisions under clauses
(i) to (viii), further bear on the label of the container the words
“Physicians sample. Not to be sold” which shall be over-printed.

Preparation (Asavas) with high content of alcohol as base

Name of the drug Maximum size of packing
(i) Karpur Asava 15ml
(if) Ahiphensava 15ml
(iif) Mrgamadasava 15 ml

(ix (b) Preparations containing self-generated alcohol

Name of the drug Maximum content of alcohol Maximum
(Ethyl acohoal v/v) size of
packing
(i) Mritsanjivani Sura 16 per cent 30 ml.
(ii) Mahadrakshasava 16 per cent 120 ml.]

Tins. By G.O.I. Notification No. GSR 904(E) dt 2.11.1992.
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(4) Nothing in these rules shall be deemed to require the labelling of any transparent
cover or of any wrapper case or other covering used solely for the purpose of packing,
transport or delivery.

1161-A. Exemption in labeling and packing, provisions for export of Ayurvedic
(including Sddha) and Unani drugs.- (1) Labels and packages or containers of
Ayurvedic, Siddha and Unani drugs for export may be adapted to meet the specific
requirements of the law of the country to which the said drug is to be exported, but the
following particulars shall appear in conspicuous position on the container in which drug
is packed and on every other covering in which that container is packed, namely :

(8 Name of the Ayurvedic, Siddha and Unani drug (Single or compound
formulations;

(b) the name, address of the manufacturer and the number of licence under
which the drug has been manufactured;

(c) batch or lot number;

(d) date of manufacture, along with the date for “Best for use before’;

(e) mainingredients, if required by the import country;

(f) for export;

Provided that where Ayurvedic, Siddha and Unani Single or compound drug not
classified under First Schedule or Schedule E-(l), is required by the consignee to be not
labeled with the name and address of the manufacturer, the labels on packages or
containers shall bear a code number as approved by the Licensing Authority menti9oned
in Rule 152.

(2) the provisions of Rule 161 shall not apply to a medicine made up “ready for
treatment”, whether after, or without, alteration, which is supplied on the prescription of a
registered medical practitioner if the medicine is labeled with the following particulars,
namely:-

(a) the name and address of the suppliers;
(b) the words “For External Use Only”, if the medicine is for external application.]

PART XVI111-GOVERNMENT ANALY SISAND INSPECTORS FORAYURVEDIC (INCLUDING
SIDDHA) OR UNANI DRUGS

162. Duties of Inspectors specially authorised to inspect the manufacture of Ayurvedic
(including Sddha) or Unani drugs—Subject to the instructions of the controlling
authority, it shall be the duty of an Inspector authorised to inspect the manufacture of
Ayurvedic (including Siddha) or Unani drugs—

TIns. by G.O.I. Notification No. GSR 787(E) dt 17.10.2000
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(i) to ingpect not less than twice a tear, al premises licensed for manufacture of
Ayurvedic (including Siddha) or Unani drugs within the area allotted to him and to satisfy
himself that the conditions of the licence and the provisions of the Act and the Rules made
thereunder are being observed;

(iii) to take samples of the drugs manufactured on the premises and send them for test
or analysis in accordance with these Rules;

(iv) to institute prosecutions in respect of violation of the Act and the Rules made
thereunder.

Y162A-Qualification of the Sate Drug Licensing Authority for Licensing of
Ayurvdeda,Sddha and Unani drugs:

(8 The Ayurvedic/ siddha/ Unani qualifications as per Schedule Il of CCIM Act
1970/ B Pharma (Ayurveda0 of arecognized University.

(b) At least 5 years experience in the Ayurveda/ Siddha/ Unani drug manufacturing
or testing of Ayurvedic, siddha and Unani drugs or enforcement of provisions
of Chapter IVA of the Drugs and Cosmetics Act,1940 and Rules made there
under or teaching/ research on clinical practice of Ayurveda/ siddha/ Unani
System.]

163. Procedure for despatch of sample to Government Analyst and to receipt by the
Government Analyst—(1) Sample for test or analysis shall be sent to the Government
Analyst by registered post or by hand in a sealed package, enclosed together with a
memorandum in Form 18-A in an outer addressed to the Government Analyst.

(2) The package as well as the outer cover shall be marked with a distinguishing
number.

(3) A copy of the memorandum and a specimen impression of the seal used to seal the
package shall be sent by registered post or by hand to the Government Analyst.

(4) On the receipt of the package from an Inspector, the Government Analyst or an
Officer authorised by him in writing in his behalf shall open the package and shall also
record the conditions of the seals on the package.

(5) After the test or analysis has been completed, one copy of the results of the test or
analysis shall be supplied forthwith to the sender in Form 13-A shal aso be sent
simultaneoudly to the Controlling Authority and to the Drugs Controller, India.

164. Method of test or analysis to be employed in relation to Ayurvedic (including
Siddha) or Unani drugs.—The method of test or analysis to be employed in relation to an
Ayurvedic (including Siddha) or Unani drug shall be such as may be specified in the
Ayurvedic (including Siddha) or Unani Pharmacopoeia, or if no such pharmacopoeias,

Ins. by G.O.I.Natification No G.S.R.76(E) dt03.02.2003.
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such tests as the Government Analyst may employ, such tests being scientificaly
established to determine whether the drug contains the ingredients as stated on the label.

165. Qualifications of Government Analyst. —A person who is appointed a
Government Analyst under section 33 F of the Act shall be a person possessing the
qualifications prescribed in rule 44 or a degree in Ayurveda, Siddha or Unani System, as
the case may be, conferred by a University, a State Government or Statitory Faculties,
Councils and Boards of Indian Systems of Medicine recognized by the Central or State
Government, as the case may be, for this purpose and has had not less than three years
post graduate experience in the analysis of drugs in a laboratory under the control of (i) a
Government Analyst appointed under the Act, or (ii) a Chemical Examiner to
Government, or (iii) the Head of an institution specially approved for the purpose by the
appointing authority.

166. Duties of Government Analyst—(1) The Government Analyst shall analyze or test
or cause to be analyzed or tested such samples of Ayurvedic (including Siddha) or Unani
drugs as may be sent to him by Inspectors or any other persons or authority authorised by
the Central Government or State Government under the provisions of Chapter 1V A of the
Act and shall furnish reports of the results of test or analysis in accordance with these
rules.

(2) A Government Analyst appointed under Section 33F shal from time to time
forward to the Government reports giving the result of analytical work and research with a
view to their publications at the discretion of the Government.

1167. Qualifications o Inspecto—A person who is appointed an Inspector under
section 33G shall be a person who—

(@ has the qudifications laid down under rule 49 and shall have undergone
practical training in the manufacture of Ayurvedic (including Siddha) or
Unani drug, as the case may be; or

(b) has a degree in Ayurvedic or Siddha or Unani System or a degree in
Ayurveda Pharmacy, as the case may be, conferred by a University or State
Government or a Statutory Faculty, Council or Board of Indian Systems of
Medicine recognized by the Central Government or the State Government for
this purpose; or

(c) has a diploma in Ayurveda, Siddha or Unani Systems, as the case may be,
granted by a State Government or an Institution recognized by the Central
Government or a State Government for this purpose.

! Amended by G.O.I. Notification No. GSR 376 dit 27.7.1978.
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YPART XX
STANDARDS OF AYURVEDIC, SIDDHA AND UNANI DRUGS

168. Sandards to be complied with in manufacture br sale or for distribution of
Ayurvedic, Sddha and Unani Drugs.-

Class of Drugs Standards to be complied with
1. Single drugs included in| The standards for identity, purity and
Ayurvedic Pharmacopoeia. srength as given in the editions of

Ayurvedic Pharmacopoeia of India for the
time being in force.

2. Asavas and Arishtas The upper limit of alcohol as self generated
alcohol should not exceed 12% viv
excepting those that are otherwise notified
by the Central government from time to
time.]

Ins. by G.O.l. Natification No. GSR 519(E) dt 26.6.1995.
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SCHEDULE A
FORM 1
[See Rule 4]
Memorandum to the Central Drugs Laboratory

| send herewith, under the provisions of Section 25 (4) of the Drugs and Cosmetics Act,
1940, sample(s) of a drug purporting to be............... for test or analysis and request that a
report that a report of the result of the test or analysis may be supplied to this Court.

The distinguishing number onthe packet iS.............cooeiviiii i,
Particularsof offencealleged..........cooooiiii i,
Matter on which opinionisrequired................coooviiininn s

Afeeof Rs................. has been deposited in Court.

PwWNE

Magistrate

FORM 2
[See Rule 6]

Certificate of test or analyss by the Central Drugs Laboratory
Certified that the sample bearing number................c.coii i
Purporting to be a separate to be a sample of. ...............received on............... with
memorandum  NO. ..o dated..........coovviiiiiinnnnn from
analysisis as stated below.

2. The conditions of the seals on the packet on receipt was as follows: —

"3. In the opinion of the undersigned the sample is of standard quality as defined in the
is not of standard quality as defined in

Drugs and Cosmetics Act, 1940 and Rules thereunder for the reasons given below:—
the Drugs and Cosmetics Act, 1940, and Rules thereunder
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Date............... Director
Central Drugs Laboratory or other authorised officer
Details of results of test or analysis with protocols of test applied

Date.............. Director
Central Drugs Laboratory or other authorised officer

* |f opinion is required on any other matter, the paragraph should be suitably amended.

'Form3to 7

’FORM 8

(SeeRule 24)

Application for licence to import drugs (excluding those specified in Schedule X) to the Drugs
and Cosmetics Rules 1945.

I (full address with telephone number, fax
number and e-mail address) hereby apply for a licence to import drugs specified below
manufactured by M/s ... (full address with telephone no, fax and e-
mail no.).

2. Names of the drugs to be imported:

@

)

3
3 HWE enclose herewith an undertaking in Form 9
dated.......... signed by the manufacturer as required by rule 24 of the Drugs and Cosmetics
Rules, 1945
4 1We i enclose  herewith a copy of Registration
Certificate concerning the drugs to be imported in India, issued under Form 41 of the rules,

vide Registration Certificate No. ............ dated .............. issued through M/s.
....................... (name and full address).......................vaidupto .......................
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B, HWE oo hold a valid wholesale licence for sae or
distribution of drugs or valid licence to manufacture drugs, under the provisions of the Act and
rules made thereunder. A copy of the said licence is enclosed.

6. Afeeof .............. has been credited to Government under the Head of Account “0210
— Medica and Public Health, 04-Public Health, 104-Fees and Fines” under the Drugs and
Cosmetics Rules 1945 — Centra vide Challan No. .................. dated ........... (attached in
origind)
Signature ..................e
Name....................
Designation ............

Seal/Stamp of Manufacturer’s agent in India

'Omitted under Government of India Notification No. F. 1-16/57-D, dated 15-6-1957.
Subs. by G.0.1. Notification No. GSR 604(E) dit 24.8.2001.
*delete whichever is not applicable.

FORM 8&-A
[Seerule 24)
Application for licence to import drugs specified in Schedule X to the Drugs and Cosmetic
Rules 1945.
IIWe* (full address with telephone number, fax number and e-mail
address) hereby apply for a licence to import drugs specified below manufactured by
M/S. o (full address with telephone No, fax and e-mail No.).

2. Name of the drugsto be imported.

D
2
©)

3. IIWE enclose herewith an undertaking in Form 9 dated
............ signed by the manufacturer as required by rule 24 of the Drugs and
Cosmetics Rules, 1945.

4. IWe* i, encloe herewith a copy of Registration Certificate
concerning the drugs to be imported in India, issued under Form 41 of the rules, vide
Registration Certificate No. ............. dated ................... issued through M/s.

............................ (name and full address) ..................... vaid upto
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5 IIWe* ..o Hold a valid wholesale licence for sale or distribution of drugs
or licence to manufacture drugs, under the provisions of the Act and rules made
thereunder. A copy of the said licence is enclosed.

6. Afeeof ..o, has been credited to Government under the Head of Account
“0210 — Medical and Public Health, 04- Public Hedlth, 104- Fees and Fines’ under the
Drugs and Cosmetics Rules 1945 — Central vide Chalan No. ....... dated ........... (
attached in original).
Signature .............oo.ee.
Name.......cooeeveenn.
Designation .............

Seal/Stamp of Manufacturer’s agent in India

FORM 9

[See Rule 24]
Form of undertaking to accompany an application for an import licence

Whereas ...............coeeenils of v intends to apply for alicence under the
Drugs & Cosmetics Rules, 1945, for the import into India, of the drugs specified below
manufactured by us, we ..................... Of i, hereby give this undertaking
that for the duration of the said licence—

(1) the said applicant shall be our agent for the import of drugsinto India;

(2) we shall comply with the conditions imposed on a licence by [Rules 74 and 78]of the
Drugs & Cosmetics Rules, 1945;

(3) we declare that we are carrying on the manufacture of the drugs mentioned in this
undertaking at the premises specified below, and we shall from time to time report any
change of premises on which manufacture will be carried on and in cases where
manufacture is carried on in more than one factory any change in the distribution of
functions between the factories;

(4) we shall comply with the provisions of Part I X of the Drugs & Cosmetics Rules, 1945;

'Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
* delete whichever is not applicable.
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(5) every drug, manufactured by us for import under licence into India shall as regards
strength, quality and purity conform with the provisions of Chapter 111 of the Drugs &
Cosmetics Act, 1940, and the Drugs & Cosmetics Rules, 1945;

(6) we shall comply with such further requirements, if any, as may be specified by Rules,
by the Central Government under the Act and of which the licensing authority has
given to the licensee not less than four months' notice.

Names of drugs and classes of drugs
Particulars of premises where manufacture is carried on.

Date.............. YSgnature, Name, Designation Seal/Stamp
of manufacturer or on behalf of the manufacturer]

YFORM 10
[Seerules 23 and 27]

Licence to import drugs (excluding hose specified in Schedule X) to the Drugs and
Cosmetic Rules, 1945.

.................................................................. (Name and full address of the Importer)
is hereby licensed to import into India during the period for which the licence is in force, the
drugs specified below, manufactured by M/s. ..., (name and full
address) and any other drugs manufactured the said manufacturer as may from time to time be
endorsed on this licence.

2. This licence shal be valid in force from ............. to ......... unless it is sooner
suspended or cancelled under the said rules.

3. Names of drugs to be imported.

Place :

Date: LICENSING AUTHORITY
Seal/Stamp

* Delete whichever is not applicable.

T Subs. by G.O.I. Notification No. GSR 604(E) dt 24.8.2001.
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Conditions of Licence.

A photocopy of licence shall be displayed in a prominent place in a part of the
premises, and the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch
test report and a batch release certificate, duly signed and authenticated by the
manufacturer with date of testing, date of release and the date of forwarding such
reports. The imported batch of each drug shall be subjected to examination and
testing as the licensing authority deems fit prior to its marketing.

The licensee shall be responsible for the business activities of the manufacturer in
India along with the registration holder and his authorized agent.

The licensee shall inform the licensing authority forthwith in writing in the event of
any change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be deemed
to be valid for amaximum period of three months from the date on which the change
takes place unless, in the meantime, a fresh licence has been taken from the licensing
authority in the name of the firm with the changed constitution.

FORM 10-A
(Seerule 23 and 27)

Licence to import drugs specified in Schedule X to the Drugs and Cosmetic Rules, 1945.

Licence Number .......ccooovevvivieinnnn, Dae......ooovvvvveinnnn.

........................................................................ (Name and full address of

the importer) is hereby licenced to import nto India during the period for which the licence is

in force,

the drugs specified below, manufactured by M/s. .............coooeinn. (name and

full address) and any other drugs manufactured by the said manufacturer as may from time to
time be endorsed on this licence.

2. This licence shall be in forcefrom ..................... (o PP unlessit is
sooner suspended or cancelled under the said rules.

3. Names of drugs to be imported.

Place: ............

Date: ............

LICENSING AUTHORITY
Seal/Stamp.

* Delete whichever is not applicable.
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Conditions of Licence.

1. A photocopy of licence shal be displayed in a prominent place in a part of the
premises, and the original licence shall be produced, whenever required.

2. Each batch of drug imported into India shall be accompanied with a detailed batch
test report and a batch release certificate, duly signed and authenticated by the
manufacturer with date of testing, date of release and the date of forwarding such
reports. The imported batch of each drug shall be subjected to examination and
testing as the licensing authority deems fit prior to its marketing.

3. The licencee shall be responsible for the business activities of the manufacturer in
India along with the registration holder and his authorized agent.

4. The licencee shall inform the licensing authority forthwith in writing in the event of
any change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be deemed
to be valid for a maximum period of three months from the date on which the change
takes place unless, in the meantime, a fresh licence has been taken from the licensing
authority in the name of the firm with the changed constitution.]

FORM 11
[See Rule 33]
Licence to import drugs for the purposes of examination, test or analysis

L (o] is hereby licensed to import from........................ the
drugs specified below for the purposes of examination, test or anaysis at
........................ or in such other places as the licensing authority may from time to time
authorize.

2. Thislicenceis subject to the conditions prescribed in the Rule under the Drugs & Cosmetics
Act, 1940.

3. This licence shall, unless previously suspended or revoked, be in force for a period of one
year from the date specified below—

Names of drugs Quantity which may be imported

Date..........cocvenen. Licensing Authority
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[FORM 11- A
(Seerule 33-A)

Licence to import drugs by a Government Hospital or Autonomous Medical Institution for the
treatment of patients.

LicenceNo. ....ovvvvvvnennn. Date.............

3 Designation .........cccoveiiiiiiiiii e of
........................................ (Name of College/Hospital/Autonomous Institution) is hereby
licenced to import from M/S. ..o (name and full address) the drugs
specified below for the purpose of treatment of patients for the disease (name of the disease)
................ a..................... or in such other places as the licensing authority may from
time to time authorize.

2. Thislicence shall, unless previously suspended or revoked, be in force for a period of one
year form the date of issue specified above.

3. Name of drugsto be imported:

Names of drugs Quantity which may be imported
Place:...........
Date: .......... Licensing Authority
Sedl / Stamp

1 Subs. by G.O.1. Notification No. GSR 604(E) dt 24.8.2001
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Conditions of Licence

1. Thelicence shall be displayed in the Office of the Medical Superintendent of government
Hospital / Head of Institution of Autonomous Medical Institution.

2. The licensee shal store the drugs imported under this licence under proper storage
conditions.

3.  The drugs imported under this licence shal be exclusively used for the treatment of
patients, and a record shall be maintained in this regard, by a registered pharmacist
giving the full name(s) and address(es) of the patients, diagnosis, dosage schedule, total
quantity of drugs imported and issued, and shall be countersigned by the Medical
Superintendent of the Government Hospital or Head of the Autonomous Medical
Institution which shall be produced, on demand by an Inspector appointed under the
Act.]

FORM 12
[See Rule 34]

Application for licence to import drugs for purpose of examination, test or analysis

L resident  of .. by
occupation ................... hereby apply for a licence to import the drugs specified below for
the purposes of examination, test or analysis at...................... from...........oo and |

undertake to comply with the conditions applicable to the licence.

A fee of rupees............... has been credited to Government under the head of
Account ‘0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines under the
Drugs and Cosmetics Rules, 1945—Central vide Chalan No....... dated...... (attached in
original).]

Names of drugs and classes of drugs Quantities

Sgnature.............o.......

TSubs. by G.O.I. Notification No. GSR 604(E) dt 24.8.2001



217

'FORM 12-A
[See Rule 36, second proviso]

Application for the issue of a permit to import small quantities of drugs for personal use

I resident  Of ..o by
OCCUPELION. .. . hereby apply for a permit to import the drugs
specified below for personal usefrom.............ooooiiiiiiiiii i,

| attach a prescription from a registered medical practitioner in regard to the need for
the said drugs.

Names of drugs Quantities

Date........coovviiniiennns Sgnature..............oeeeee.

2[FORM 12-AA
(Seerule 34A)

Application for licence to import small quantities of new drugs by a Government Hospital or
Autonomous Medical Institution for the treatment of patients.

o (name and designation) ............ccoovciiiiiiiii i of ............
............... (name of the Hospital/Autonomous Medical Institution) hereby apply for a
licence to import small quantities of new drugs specified below for the purpose of treatment of
patients for the disease ................... (name of the disease) at .................... (name and
place of the hospital) and | undertake to comply with the conditions applicable to the licence
and other provisions of the Drugs and Cosmetics Act, 1940 and the rules made thereunder
from time to time.

A feeof rupees .........cooveviiiiiienn. has been credited to Government under the Head of
Account “0210-Medical and Rublic Hedth, 04- Medica and Public Hedth, 10- Fees and
Fines” under the Drugs and Cosmetics Rules, 1945 — Central vide Challan No........... dated

............ (attached in original).

2. Name of new drugs to be imported:

’Added under Government of India Notification No. F. 1-36/54DS, dated 3-3-1955.
Subs. by G.O.l. Naotification No. GSR 604(E) dt 24.8.2001
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Names of drugs Quantity which may be imported

Pace: ............
Date: ............

Signature ........ooeveiiiiiennn.

Name ..o,

Sed /Stamp ...

CERTIFICATE
Certified that the drugs specified above for import are urgently required for the treatment of
patients suffering from................ooeiiiie and that the said drug(s) is/are not available
in India
Signature ...........coooeeennee.
Place: ........... Medical Superintendent of the Government of Hospital / Head of
Date: ............ Autonomous Medical Institution
Sedl / Stamp
FORM 12-B

[See Rule 36, second proviso]
Permit for the import of small quantities of drugs for personal use

..................................... of .o iS hereby  permitted  to
import from..........coooeiviiiie e, the drugs specified below for personal use.

2. This permit is subject to the conditions prescribed in the Rules under the Drugs and
Cosmetics Act, 1940.

3. This permit shall, unless previously suspended or revoked, be in force for a period of
six months from date specified below.
Names of drugs Quantities, which may be imported.

Date......coovvvveviiiennn, Licensing Authority
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FORM 13
[See Rule 46]
Certificate of test or analysis by Government Analyst under Section 25 (1) of the Drugs and
Cosmetics act, 1940

Name of Inspector from whom received...............

Seria No. and date of Inspector’s memorandum ...........

Number of sample.............coooiiiiis

Date of receipt ..................

Name of drugs purporting to be contained in the sample...........

Condition of seals on the ‘[packet or on portion of sample or container] ..........

N o o kM w DN PRE

Result of test or analysis with protocols of test or analysis applied ............

In the opinion of the undersigned the sample referred to above

is of standard quality as defined in the Drugs and Cosmetics Act, 1940. and Rules thereunder
isnot of standard quality as defined in the Drugs and Cosmetics Act 1940 and Rules thereunder

for the reasons given below:-

Date............... Government Analyst..............

FORM 13-A
[See Rule 163 (5)]
Certificates of tests or analyst by Government Analyst under Section 33H of the Drugs and
Cosmetics Act, 1940

1. Names of Inspector from whom received.............................

2. Seria No. and date of Inspector’s memorandum.......................

3. Number of sample..........ccooiiiii i

4. Date Of receipt.......couvvieiiiiieiie e

5. Names of drugs purporting to be contained in the sample................
6.Condition of sealsonthepackage.............cooooviiiiiii i,
7.Result of test or analysis with protocols of test or analysis applied

Date............... Government Analyst..............

Subs. by G.O.I. Notification No. GSR 59(E) dt 7.2.1995.
2pdded under G.O.I. Notification No. F 1-23/67-D, dated 2-2-1970.
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FORM 14-A
[See Rule 47]
Application from a purchaser for test or analysis of a drug under Section 26 of the Drugs and
Cosmetics Act, 1940

1. Full name and address of the applicant.............c.ocovi i,

2. OCCUPALTION. ...t et e e e e

3. Name of drug purporting to be contained inthesample...........................

4. Name and full address of the pharmacy or concern where the drug was purchased .
5. Dateonwhich purchased.............cccooiiiiiii e

6. Reasonswhy the drug is being submitted for test or analysis

17. A fee Of TUPEES ....vvvvveeeeeeeeeee e, vide Schedule B of the Drugs and
Cosmetics Rules, 1945, has been credited to Government under the head of account “080—
Medical—Miscellaneous—Fees under the Drugs and Cosmetics Rules, 1945—
Central/State”—videtreasury receipt attached.

| hereby declare that the drug being submitted for test was purchased by or for me. | further
declare that the sample of the drug being sent for test or analysisis exactly as it was purchased
and has not been tampered with in any way to reduce its potency.

FORM 14-B
[See Rule 47]
Certificate of test or analysis by Government Analyst under Section 26 of the Drugs and
Cosmetics Act, 1940

1. Name of person from whom samplereceived............................
2. Date of reCEIPL. ...
3. Name of drug purporting to be contained in the sample.......................

'Added under Government of India Notification No. F. 1-3/51-D.S., dated 15-10-1954.
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4. Opinion of the Government Analyst—The sample referred to above is / is not of
standard quality as defined in the Drugs and Cosmetics Act, 1940 and Rules hereunder.

Date............... Government Analyst..............

'FORM 15
[See Rule 54 and 145 C]
Order under Section 22 (1)(c) of the Drugs and Cosmetics Act, 1940 requiring a person not to
dispose of stock in this possession

Whereas, | have reasons to believe that the stocks of drugs / cosmetics in your
possession, detailed below contravene the provisions of section 18 of the Drugs and Cosmetics
Act, 1940;

Now, therefore, | hereby require you under clause (c) of sub-section (1) of section 22 of
the said Act not to dispose of the said stock for aperiod of ............. days from the date of this
order.

Date................ INspector...................
Details of stock of drugs/ cosmetics
Date..........cccenenne. Inspector...................

’FORM 16
[See Rule 55 and 145-B]
Receipt for stock of drugs or cosmetics or for record, register documents or material object
seized under section 22 (1) (c) or (cc) of the Drugs and Cosmetics Act, 1940.

The stock of drugs or cosmetics or records, registers, documents or material objects
detailed below has / have this day been seized by me under the provisions of clause (c) or
clause (cc) of sub-section (1) of section 22 of the Drugs and Cosmetics Act. 1940 (23 of 1940)
fromthe premisesof ..............coiiii, stuatedat ..........oooiiiii

Date................... Inspector...................
Details of drugs, cosmetics, records, registers, documents or material object seized

Date............coveenen INSpector.............oveue.e.

‘Amended by G.O.I. Notification No. G.S.R.1594, dtd 13-11-1976.
“Amended by G.O.l. Notification No. G.S.R. 926 dtd 16-07-1977.
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'FORM 17
[See Rules 56 and 145-A]
Intimation to person from whom sample is taken
To..
| have this day taken from the premises of ...............cooeienie Situated

| samples of the drugs / cosmetics specified below for the purpose
of test or analysis.
Date................... INspector...................

Details of samples taken
Date................... INSPECtor.........covvunns

[FORM 17-A
I[See Rules 56-A and 145-AA]

Receipt for samples of drugs or cosmetics taken where fair price tendered thereof under sub-
section (1) of Section 23 of the Drugs and Cosmetics Act, 1940 is refused.

Whereas |, this.......... day of ....... 19...... have taken, from the premises of situated
a ... samples of drugs/cosmetics as specified below:-

Detailsof Samples...............

And where | had offered to pay you rupees.................... as the fair price of the
samples of drugs/cosmetics taken:

And wheresas, you have refused to accept the fair price tendered thereof.

Now, therefore, | give you the receipt as the fair price tendered for the samples of the
drugs/cosmetics taken by me.

Dae: ................ Inspector ................ ]

Added under G.O.I.Natification No. F 1-23/67-D, dated 2-2-1970.
?Ins. by G.O.I. Notification No. GSR 292(E) dt 29.5.1977.
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FORM 18
[SeeRule 57]
Memorandum to Government Analyst

Serial NO. Of MemOorandum..........ccouinieie i e e
From
To

The Government Analyst

The portion of sample / container described below is sent herewith for test or analysis
under the provisions of clause (i) of sub-section (4) of Section 23 of the Drugs and Cosmetics
Act, 1940.

The portion of sample / container has been marked by me with the following mark.

Details of portion of sample or container with *[name of drug/cosmetic] which it
purportsto contain—

Date................ Inspector.................
’FORM 18-A
[See Rule 163 (1)]
Memorandum to Gover nment Analyst
Serial No.
From
To
The Government Analyst

The portion of sample / container described below is sent herewith for test or analysis
under the provisions of Section 33H of the Drugs and Cosmetics Act. 1940.

The portion of sample / container has been marked by me with the following mark.

Details of portion of sample or container with name of ingredients from which it is
claimed to be made.

Date................... Inspector....................

LSubs. by G.O.I. Notification No. GSR 370(E) dt 7.4.1994.
2Amended by G.O.I. Notification No. S.O. 2139 dt 12-8-1972.
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'FORM 19
[See Rule 59 (2)]
Application for grant or renewal of a’[licence to sell, stock or exhibit or offer for sale, or
distribute] drugs other than those specified in Schedule X.

LI/We..ooooii, hereby apply for licence to sell by wholsesale/retail drugs
specified in Schedules C and C(1) excluding those specified in Schedule X *and/or drugs
other than those specified in Schedules C, C(1) and X to the Drugs and Cosmetics Rules, 1945
*and also to operate a pharmacy on the premisessituated at ............ccovveiiiiiie e,

2. ? The sdle and dispensing of drugs will be made under the personal supervision of
the qualified persons namely:-

.................................... (Name) ...........ceeevevvnenn... (Qualification)
.................................... (Name) ...........oeeveennne... (Qualification)

3. Categories of drugsto besold.............oooii i

4.0 Particulars of specia storage accommodation ...............ccoveiiiiiie e,
5 Afeeof rupees..........ccoeeennen has been credited to Government under the head of

ACCOUNE. ..ottt et e e e e e

Date.......oovvvviiiiiiiinn, Sgnature.................... ]

* Delete whichever isnot applicable.
? To be deleted if drugs will be sold only by wholesale.
O Required only if products requiring special storage are to be sold.

FORM 19-A
[See Rule 59 (2)]
Application for the grant or renewal of a restricted °[licence to sell, stock or exhibit for sale,
or offer for sale or distribute] drugs by retail by’[* * *] dealerswho do not engage the
services of a qualified person

L oI/We. i Of e hereby
Drugs other than those specified
apply for alicence to sell by retail (i) in Schedule C, C1 and X
3
[* * * ]
onthepremisessituated al.............ccvvvveiieiiiiiiiiiienae,

ISubs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982.
2 Subs. by G.O.1. Notification No.GSR 788(E) dt 10.10.1985.
3Omitted by G.O.1. Notification No. GSR 231(E) dt 4.6.1996.
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or (i) ‘[Drugs specified in Schedule C(1)] on the premises situated
[Drugs specified in Schedule C(1)] as vendor in the

2. Sales shall be restricted to such drugs as can be sold without the supervision of a
qualified person under the Drugs and Cosmetics Rules.

3. Names or classes of drugs proposedtobe sold.............ooeeeiiiiiiiiinnnn,

*4, Particulars of the storage accommodation for the storage of {Schedules C(1)] on the
premises referred to above.

5. The drugs for sale will be purchased from the following dealers and such other
dealers as may be endorsed on the licence by the Licensing Authority from time to time.

Nameof dealers.......ccooeeeie e LicenceNO. ...ovvieiiiiiiii i,

6. A fee of rupees has been credited to Government under the
head Of BCCOUNL. ........ e e e e e e,
Date.........ccovvevieennnn. Sgnature...................

*Delete whichever is not required.
** Applies only to an itinerant vendor.

*FORM 19-AA
[See Rule 62C]
Application for grant or renewal of a' licence to sell, stock or exhibit or offer for sale by
wholesale or to distribute] drugs from a motor vehicle
1.1/ We of hereby
apply for  “[licence to sell, stock or exhibit or offer for sale by wholesale or to distribute]
drugs specified in Schedule C and C (1) and /or drugs other than those specified in Schedule C
and C (1) from the vehicle bearing registration no. assigned under the Motor
Vehicles Act, 1939.

2. Categories of drugsto be sold / distributed

ISubs. by G.O.I. Notification No.GSR 487(E) dt 2.7.1984.
%Omitted by G.O.1. Notification No. GSR 231(E) dt 4.6.1996.

3ns. by G.O.I. Notification No.X.11013/7/76-D&MS dt 25.1.1979.
“Subs. by G.O.1. Notification No.GSR 788(E) dt 10.10.1985.
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3. A fee of rupees has been credited to Government under
the head of account

4. Particulars of the storage accommodation for the storage of drugs specified in
Schedules C and C (1) on the vehicle referred to above.

Date Sgnature

FORM 19-B
[See Rule 67-A]
Application for ‘[licence to sell, stock or exhibit for sale, or offer for sale or distribute]
Homoeopathic medicines

LI/We .o Of e, hereby apply for a licence to sell by
*[wholesale / retail] Homoeopathic medicines on the premises situated at..........................

"2. The sale and dispensing of Homoeopathic medicines shall be made under the personal
supervision of the following competent person in -charge.

Name.........coeevviiiiiennns

3. A fee of rupees .................. has been credited to Government under the head of
BCCOUNE. ...t e e e e e e

Date................... Sgnature..................

*Delete whichever is not required.
** To be deleted if Homoeopathic medicines will be sold by wholesale.

IFORM 19-C
[See Rule 59(2)]

Application for grant or renewal of al[licence to sdl, stock, exhibit or
offer for sale, or distribute] drugs specified in Schedule X.

L IWe .o of oo hereby apply for a licence to
sell by *wholesale/retail drugs specified in Schedule X to the Drugs and Cosmetics Rules,
1945. We operate a pharmacy on the premises, situated &t ................

L Subs. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985
2Subs. by G.O.I. Notification No.GSR 462(E) dit 22.6.1982
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2. ** The sale and dispensing of drugs will be made under the personal supervision of
the qualified persons mentioned below:-

.................................... (Name) ...........ceevvevvnenn... (Qualification)

.................................... (Name) .............ceeveevn ... (Quadification)

3. Names of drugsto be sold.

4. # Paticulars of storage accommodation.

5 Afeeof rupees ........ccooiiiiiiiiinn has been credited to Government account
under the head of account...........................

Date............. Sgnature.........ccceeeenenne. ]

* Delete whichever is not applicable.
** To be deleted if drugs will be sold only by whole.
# Required only if products requiring special storage are to be sold.

FORM 20
[Seerule 61 (1)]
l[Licence to sell, stock or exhibit or offer for sale, or distribute] drugs by retail other than
those specified in {Schedules C, C(1) and X].

PP is hereby Y[licensed to sell, stock or exhibit or offer for
sale or distribute] by retail drugs other than those specified in 4 Schedules C,C (1) and X]
of the Drugs and Cosmetics Rules 1945, *and to operate a pharmacy on the premises situated
. subject to the conditions specified below and to provisions of the Drugs and
Cosmetics Act, 1940 and the Rules thereunder.

1. Thelicence shal beinforcefrom.......................... (o JUT
2. Name (s) of qualified person () incharge.............ocoovviii e,
3. Categoriesof drugs..........oovvieeineeiiieninenn.

Date......coovvvviiiiinn, Licensing Authority.................

* Delete whichever is applicable
Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the premises open to
the public.

2. Thelicence shall comply with the provisions of the Drugs and Cosmetics Act, 1940 and
the Rules thereunder for the time being in force.

L Subs. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985
2Subs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982
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3. Thelicence shall report to the Licensing Authority any change in the qualified staff
in-charge within one month of such change.

4.  Nodrug shall be sold unless such drug is purchased under cash or credit memo from
aduly licensed dealer or a duly licensed manufacturer.

5.  The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating unde the licence. Where any
change in the constitution of the firm taken place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed constitution.

FORM 20-A
[See Rule 61 (1)]
Restricted '[Licence to sell, stock or exhibit or offer for sale, or distribute] drugs by retail
other than those specified in[Schedules C, C (1) and X] for[* **] dealerswho do not engage
the services of a qualified person.

I is hereby [licensed to sell, stock or exhibit or offer for sale or
distribute] on the premises situated at [* * *]................ the following drugs being drugs
other than those specified in {Schedules C,C (1) and X] of the Drugs and Cosmetics Rules,
1945, subject to the conditions specified below and to the provisions of the Drugs and
Cosmetics Act, 1940 and the Rules made thereunder.

1. Thelicenceshal beinforcefrom..........covvvvnnne. 10 TR

2. Thelicensee can deal only in such drugs as can be sold without the supervision of
qualified person under the Drugs and Cosmetics Rules, 1945.

3. The licence, if he be an itinerant vendor, shall buy drugs only from the following
deders and such other dealers as may be endorsed on the licence by Licensing
Authority from time to time.

4. [*** Omitted as per G.O.1. Notification No. GSR 504(E) dt 18.7.2002.]

'Subs. by G.O.1. Notification No.GSR 788(E) dt 10.10.1985
%Subs. by G.O.1. Notification No.GSR 462(E) dt 22.6.1982
%Omitted by G.O.1. Notification No. GSR 231(E) dt 4.6.1996
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Nameofthedealer............oovvveiviviniiinnns LicenceNO.........covvveenennn.
Date................... Licensing Authority
Conditions of Licence

1. Thislicence shal be displayed in a prominent place in a part of the premises open to
thepublic. [* * * Omitted by G.O.I. Notification No. GSR 231(E) dt 4.6.1996].

2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act,
1940 and the Rules thereunder for the time being in force.

3. No drug shall be sold unless such drug is purchased under a cash or credit memo
from aduly licensed dealer or aduly licensed manufacturer.

4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the operating under the licence. Where any change in
the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change
takes place unless, in the meantime, a fresh licence has been taken from the
Licensing Authority in the name of the firm with the changed constitution.

FORM 20-B
[See Rule 61 (1)]

Y Licenceto sell, stock or exhibit or offer for sale, or distribute] by wholesale, drugs other than
specified in?[ Schedules C, C(1) and X]

L hereby *[licensed to sell, Stock or exhibit or offer for sale
or distribute] by wholesale drugs other than those specified in 9 Schedule C,C(1) and X] on the
premises situated at........................ subject to the conditions specified below and to the

provisions of the Drugs and Cosmetics Act, 1940, and the Rules thereunder.
2. The licenceshall beinforcefrom .................... (0 T

3. The sale shall be made under the personal supervision of a competent person
(Name of the competent person.)]

ISubs. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985
Subs. by G.O.1. Notification No.GSR 462(E) dt 22.6.1982
®Ins. by G.O.I. Notification No. GSR 681(E) dt 6.6.1988.
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Date.......oovviiiinns LicenceNo.......ccvvvvvnnnn.
Licensing Authority
Conditions of Licence

1 Thislicence shall be displayed in aprominent place in part of the premises open to
the public
2. The licensee shall comply with the provisions of the Drugs and Cosmetics Act,

1940 and the Rules thereunder for the time being in force.

3.() No drug shall be sold unless such drug is purchased under a cash or credit
memo from a duly licensed dealer or a duly licensed manufacturer.

(i) No sale of any drug shall be made to a person not holding the requisite licence to
sell, stock or exhibit for sale or distribute the drug. Provided that this condition
shall not apply to the sale of any drug to--

(@ an officer or authority purchasing on behalf of Government or

(b) ahospital, medical, educational or research institution or a registered medical
practitioner for the purpose of supply to his patients, or

(c) a manufacturer of beverages, confectional biscuits and other non-
medicinal products, where such drugs are required for processing these
products;

4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm taken place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the changes takes place unless, in the meantime, a fresh licence has been taken
from the Licensing Authority in the name of the firm with the changed
constitution.

T Amended by G.O.I. Notification No. F.1/63/61-D, dtd 17.7.1963.
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[FORM 20-BB
[See Rule 62-D]

A Licence to sell, stock or exhibit or offer for sale by wholesale, or distribute] drugs other than
those specified in Schedule C and Schedule C (1) to the Drugs and Cosmetics Rules, 1945 from
amotor vehicle.

1. is hereby “[licensed to sell, stock or exhibit or offer
for sale by wholesale, or distribute] to sell by wholesale, or to distribute drugs other than those
specified in Schedule C and Schedule C (1) from the vehicle bearing registration
no. assigned under Motor Vehicle Act, 1939, subject to the
conditions specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and the
Rules made thereunder.

2. Thelicence shall bein force from to
3. Categories of drugs..........ccvvvveieiiiiiiiiiiee,

Date Licence No.

Licensing Authority
Conditions of Licence

1. Thislicence shal be displayed in prominent place on the vehicle.

2. Thelicence shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the Rules made thereunder for the time being in force.

3(i)No drugs shall be sold by wholesale or distributed unless such drug is purchased
under a cash or credit memo from a duly licensed deder or a duly licensed
manufacturer.

(if) No sale by wholesale or distribution of any drug shall be made to a person not
holding the requisite licence to sell, stock, or exhibit for sale or distribute the drug:

Provided that this condition shall not apply to the sale of any drug to—
a) an officer or authority purchasing on behalf of the Government, or

b) a hospital, medical, educational or research institution or a registered
medical practitioner for the purpose of supply to his patients, or

¢) a manufacturer of beverages, confectionary, biscuits and other non-medical
products where such drugs are required for processing these products.

Added by G.O.I. Notification No. X. 11013/7/76-D&MS, dtd 25.1.1979.
?Subs. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985
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4. The licensee shall inform the Licensing Authority in writing in the event of change in the
constitution of the firm operating under the licence. Where any change in the constitution
of the firm takes place, the current licence shall deemed to be valid for a maximum period
of three months from the date on which the change takes place unless, in the meantime, a
fresh licence has been taken from the Licensing Authority in the name of the firm with the
changed constitution.

5. The licensee shall inform the Licensing Authority in writing in the event of any change in
ownership of the vehicle specified in this licence within seven days of such change.

'FORM 20-C
[See Rule 67-C]
?Licence to sell, stock or exhibit or offer for sale or distribute] Homoeopathic medicines by
retail
Lo is hereby licensed to sell, stock or exhibit for sae or
distribute by retail Homoeopathic medicines on the premises situated
| subject to the conditions specified below and to the provisions of the

Drugs and Cosmetics Act, 1940 and the Rules made thereunder.

2. Thelicence shall beinforcefrom....................... { (0 JUURURURT
3. Name of the competent person-in-charge.

Date.......ccovvvvveneinnn Licensing Authority
Conditions of Licence

1. Thelicence shall be displayed in a prominent place in a part of the premises open to
the public.

2. The licensee shal comply with the provisions applicable to homoeopathic
medicines under the Drugs and Cosmetics Act, 1940 and the Rules made thereunder
for the time being in force.

3. The licensee shall report to the Licensing Authority any change in the competent
staff within one month of such change.

%4. This licence authorises the sale of Homoeopathic medicines made from one earlier
potency up to a quantity of 30ml at atime.

Added under G.O.I. Notification No. F. 1-35/64-D ditd 18.8.1964.
2Subs. by G.O.I. Notification No.GSR 788(E) dt 10.10.1985
3 Added under G.O.I.Notification No. F. 1-59/68-D, ditd 19.11.1969.
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15. Where any change in the constitution of the firm takes place, alicensee shall inform the
Licensing Authority in writing about the same and the current licence shall be valid
only for a period of three months from the date on which the change takes place
unless, in the meantime, name of the form with the changed corstitution.

FORM 20-D
[SeeRule 67-C]
¥Licence to sell, stock or exhibit or offer for sale or distribute] Homoeopathic medicines by
wholesale.
P is hereby °[licensed to sell, stock or exhibit or offer for
sde or distribute] by wholesale Homoeopathic medicines on the premises situated
A subject to the conditions specified below and to the

provisions of the Drugs and Cosmetics Act. 1940 and the Rules made thereunder.
2. Thelicence shall beinforcefrom.................ocooviiiinnn.
Date..........cooeveenis Licensing Authority
Conditions of Licence
1. Thislicence shal be displayed in a prominent place on the premises.

2. The licence shall comply with the provisions as applicable to Homoeopathic
medicines under the Drugs and Cosmetics Act, 1940 and the Rules made thereunder
for the time being in force.

3. No sale of any drug shall be made to a person not holding the requisite licence to
sell, stock or exhibit for sale or distribute the drug. Provided that this condition
shall not apply to the sale of any drug to (a) an authority purchasing on behalf of
Government, or (b) a hospital, medical, educationa or research ingtitute or a
Homoeopathic medical practitioner for the purpose of supply to his patients.

!4 The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence and the current
licence shall be valid only for a period of three months from the date on which the
change takes place unless, in themeantime, a fresh licence has been taken from the
Licensing Authority in the name of the firm with the changed constitution.

!Added under G.O.I. Notification No. G.S.R. 665, dtd 28-5-1977..
2Added under G.O. Notification No. F.1-35/64-D, dtd 18.8.1964.
Subs. by G.O.1. Notification No.GSR 788(E) dt 10.10.1985
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FORM 20-E
[See Rule 67-EE]

Certificate of renewal of ’[Licence to sell, stock or exhibit or offer for sale or distribute]
Homoeopathic medicines.

1. Number of licence and date of ISSUE..........ccovviviiiiiiiniinnnnnn. certified that
licence NO...........c.eeeueenes in Form 20-C / 20D granted on the ................ to.oenn .. for
sale of Homoeopathic medicines at the premises situated at.............. has been renewed for a
period from........ 10

2. Name of competent persons in-charge.

Date..........coeveennne. Licensing Authority

JFORM 20-F
[See Rule 61(3)]

Licence to sll, stock or exhibit for sale or distribute by retail drugs specified in Schedule X

1 ... is hereby licensed to sell, stock or exhibit for sale or distribute by retail drugs
specified in Schedule X to the Drugs and Cosmetics Rules, 1945 on the premises situated at

2 Name of drugs

3. Thislicence shall bein forcefrom ................ [ (0 IV

4. Name(s) of qualified person-in-charge.

5 the licence is subject to the conditions stated below and the provisions of the Drugs and
Cosmetics Act, 1940 and the Rules, made thereunder.

Dae ................
LicenceNo. ...........
Licensing Authrotity.

Conditions of the licence.

1. This licence shall be displayed in a prominent place in a part of the premises open to
the public.

Yns. by G.O.I. Natification No. F.1-14/67-D dit 3.2.1969.
2 Subs, by G.O.1. Notification No. GSR 788(E) dt 10.10.1985.
®Subs. by G.O.I. Notification No.GSR 462(E) dit 22.6.1982
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The licencee shall report to the licensing authority any change in the qualified staff
incharge within one month of such change.

No drug shall be stocked or sold unless such drug has been purchased under cash/credit
memo from a duly licensed dealer or a duly licensed manufacturer.

The licensee shall inform the licensing authority in writing in the event of any change
in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless
in the meantime, a fresh licence has been taken from the licensing authority in the name
of the firm with the changed constitution.

FORM 20-G
[See Rule 61(3)]

l[Licence to sell, stock or exhibit or offer for sale, or distribute] by wholesale
drugs specified in Schedule X.

..... is hereby licensed to sell, stock or exhibit for sale or distribute by retail drugs

specified in Schedule X to the Drugs and Cosmetics Rules, 1945 on the premises situated at

Name of drugs

Thislicence shall beinforcefrom ................t0 ...,

The licence is subject to the conditions stated below and the provisions of the Drugs
and Cosmetics Act, 1940 and the Rules, made thereunder.

Conditions of the licence.

This licence shall be displayed in a prominent place in a part of the premises open to
the public.

The licensee shall comply with the provisions of the Drugs and Cosmetics Act, 1940
and the rules made thereunder.

No drug shall bestocked or sold unless such drug has been purchased under a cash or
credit memo from a duly licensed dealer or aduly licensed manufacturer.

The licensee shall forward to the licensing authority copies of the invoices of sales
made to the retail dealers.

No sale of any drug by wholesale shall be made to a person not possessing the requisite
licence to sell, stock or exhibit for sale or distribute drugs specified in Schedule X :

“Subs, by G.O.1. Notification No. GSR 788(E) dft 10.10.1985.
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Provided that this condition shall not apply to the sale of any drug to —

(@ an officer or authority purchasing on behalf of Government;

(b) a hospital, medical, educational or research ingtitution, nursing home, Registered
Medical Practitioner for the purpose of supply to its/his patients or manufacturer
holding a licence in Form 25-E or 28-B to manufacture the drugs containing drug
included in Schedule X.]

[ The licensee shall inform the licensing authority in writing in the event of any change
in the congtitution of the firm operating under the licence, where any change in the
congtitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unlessin
the meantime, a fresh licence has been taken from the licensing authority in the name of the
firm with the changed constitution.]

FORM 21
[See Rule 61 (2)]
YLicence to sell, stock or exhibit or offer for sale distribute] by retail drugs specifiedin
Schedules C and C (1) “[excluding those specified in Schedule X.]

S TUUUUURRRRRRTRRRS is hereby *[licensed to sell, stock or exhibit or offer for sale or
distribute] by retail the following categories of drugs specified in Schedules C and C (1)
Jexcluding those specified in Schedule X.] to the Drugs and Cosmetics Rules, 1945 and to
operate a pharmacy on the premises situated at................. subject to the conditions specified
below and to the provisions of the Drugs and Cosmetics Act, 1940 and the Rules thereunder.

2. The licence shall bein force from............. 1 (0 JOUU
3. Name(s) of qualified personsincharge................cooevvienenes
3. Categories Of ArUgS......... oeeeeueeeeee e e e,

Date......cocoovviiiiiiiien, Licensing Autharity

*Delete if not applicable

'Subs. by G.O.I. Notification No. GSR 788(E) dft 10.10.1985.
2Subs. by G.O.I. Notification No.GSR 462(E) dit 22.6.1982
3 Amended by G.O.I. Notification No. S.0. 2139 dt 12-8-1972.
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Conditions of Licence

1. Thislicence shall be displayed in a prominent place in a part of the premises open
to the public.

2. The licensee shall report to the Licensing Authority any change in the qualified
staff in charge within one month of such change.

3. [*** Omitted by G.O.l.Notification No. GSR 17(E) dt 7.1.1986.]

4. If the licensee wants to sell, stock or exhibit for sale or distribute, during the
currency of the licence, additional categories of drugs listed in Schedules C and C
(1) ¥excluding those specified in Schedule X.]but not included in this licence, he
should apply to the Licensing Authority for the necessary permission. This licence
will be deemed to extend to the categories of drugs in respect of which such
permission is given. This permission shall be endorsed on the licence by the
Licensing Authority.

15 No drug shall be sold unless such drug is purchased under a cash or credit
memo from a duly licensed dealer or aduly licensed manufacturer.

6. The licence shal inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shal be
deemed to be valid for a maximum period of three months from the date on which
the change takes place, unless in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed constitution.

FORM 21-A
[See Rule 61 (2)]

*Licence to sell, stock or exhibit or offer for sale distribute] by retail drugs specified in
®[Schedules C (1)] “[* * *] dealers who do not engage the services of a qualified person.

Lo is hereby [licensed to sell, stock or exhibit or offer for sale
or distribute] by retail on the premises situated at /*[* * *] ..................... the following rugs
being drugs specified in °[Schedule C (1)] to the Drugs and Cosmetics Rules, 1945, subject to
the conditions specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and
the Rules thereunder.

Ins by G.O.l. Naotification No. F. 1-63/61-D dtd 17.7.1963.
Subs by G.O.l. Notification No.GSR 462(E) dt 22.6.1982
®Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985.
Omltted by G.O.l. Naotification No. GSR 231(E) dt 4.6.1996
®Subs. by G.O.I. Notification No. GSR 487(E) dt 2.7.1984.
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2. Thelicence will beinforcefrom................. L(0 R
3. Particulars of [Schedule C (1)] drugstobesold.........................

4. [*** Omitted as per G.O.l. Notification No. GSR 504(E) dt 18.7.2002.]
Date..........cooevennis Licensing Authority......
Conditions of Licence

1. Thislicence shall be displayed in a prominent and conspicuous place in a part of the
premises open to public or shall be kept on the process of the vendor who shall
produce it on demand by an Inspector or an officer authorised by the State
Government in this behalf.

2. [*** Omitted as per G.O.l. Notification No. GSR 17(E) dt 7.1.1986.]

3. Thelicensee shall deal only in such drugs as can be sold without the supervision of
a“qualified person” as defined in the Explanation to sub-rule (15) of rule 65 of the
Drugs and Cosmetics Rules, 1945.

4. No drug shall be sold unless such drug is purchased under cash or credit memo
from duly licensed manufacturer.

5. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed constitution.

FORM 21-B
[See Rule 61 (2)]
I Licence to sell, stock or exhibitor offer for sale or distribute] by wholesale drugs specified in
Schedules C and C (1) ¥ excluding those specified in Schedule X] .

Lo, is hereby licensed to sell, stock or exhibit for sale or distribute by
wholesale on the premises situated at................. the following categories of drugs specified
in Schedule C and C (1) *[excluding those specified in Schedule X] to the Drugs and
Cosmetics Rules, 1945.

ISubs. by G.O.I. Notification No. GSR 487(E) dt 2.7.1984.
2Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985.
3Subs. by G.O.l. Natification No.GSR 462(E) dt 22.6.1982
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Categories of drugs
2. This licence shall bein forcefrom............... 100,

2-A. The sdle shall be made under the person supervision of a competent person.
(Name of the competent person.)].

3. This licence is subject to the conditions stated below and to the provisions of the
Drugs and Cosmetics Act, 1940 and the Rules thereunder.

LicenceNo...............

Date..........covvvinnns Licensing Authority......

Conditions of Licence

1. Thislicence shall be displayed in a prominent place in a part of the premises open
to the public.

2. [** * Deleted by G.O.I. Notification No. GSR 17(E) dt 7.1.1986.]

3. If the licensee wants to sell, stock or exhibit for sale or distribute during the
currency of the licence additional categories of drugs listed in Schedule C and C (1)
Jexcluding those specified in Schedule X] but not included in this licence. He
should apply to the Licensing Authority for the necessary permission. This licence
will be deemed to extend to the categories of drugs in respect of which such
permission is given. This permission shall be endorsed on the licence by the
Licensing Authority.

%4. (i) No drug shall be sold unless such drug is purchased under a cash or credit
memo from a duly licensed dealer or aduly licensed manufacturer.

(i) No sale of any drug shall be made for purposes of resale to a person not holding
the requisite licence to sell, stock or exhibit for sale or distribute the drug.

Provided that this condition shall not apply to the sale of any drug to—

(@ an officer or authority purchasing on behalf of Government, or
(b) a hospital, medical, educational or research ingtitute or a registered medical
practitioner for the purpose of supply to his patients, or
*(c) amanufacturer of hydrogenated vegetable oils, beverages, confectionary and other
non-medicinal products, where such drugs are required for processing these
products

Yns. by G.O.I. Notification No.GSR 681(E) dt 6.6.1988.

2Subs. by G.O.1. Notification No.GSR 462(E) dt 22.6.1982

*Added under G.O.1. Notification No. F. 1-63/61-D, dtd 17.7.1963.
“Added under G.O.1. Notification No. F. 1-113/69-D, dtd 23.12.1969,



240

5. The licence shal inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating under the licence. Where any change in
the congtitution of the firm takes place, the current licence shall be deemed to be valid
for a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from Licensing Authority in the
name of the firm with the changed constitution.

FORM 21-BB
[See Rule 62-D]
Licence to sell by wholesale or to distribute drugs specified in Schedule C and Schedules C (1)
to the Drugs and Cosmetics Rules, 1945 from a motor vehicle.

1 o is hereby licensed to sell by wholesale, or to distribute drugs
specified in Schedule C and Schedule C (1) from the vehicle bearing registration no.
............................. assigned under Motor Vehicles Act, 1939, subject to the conditions

specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and the Rules
made thereunder.

2. Thelicence shall bein force from

3. Categories of drugs

Date ............... LicenceNO. .......cvvviviniiinnne
Licensing Authority
Conditions of licence
1. Thislicence shall be displayed in a prominent place on the vehicle.

2. No drugs to which this licence applies shall be sold by the Licensing Authority
from time to time in the Official Gazette have been observed throughout the period
during which it has been in the possession of the licensee.

3. If the licensee wants to sell by wholesale or distribute during the currency of the
licence, additional categories of drugs listed in Schedule C and C (1) not included
in this licence, he shall apply to the Licensing Authority for necessary permission.
This licence shall be deemed to extend to the categories of drugs in respect of

which such permission is given. This shall be endorsed on the licence by the
Licensing Authority.
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. (i) No drugs shall be sold by wholesale or distributed unless such drug is purchased

under a cash or credit memo from a duly licensed manufacturer.

(if) No sale for wholesale or distribution of any drug shall be made for the purpose
of resale to a person, not holding the requisite licence to sell, stock or exhibit for
sale or distribute the drug:

Provided that this condition shall not apply to the sale of any drug to.—

(8 an officer or authority purchasing on behalf of the Government.

(b) a hospital, medical, educational or research institution or a registered medical
practitioner for the purpose of supply to his patients, or

(c) a manufactures of hydrogenated vegetable oils, beverages, confectionary and
other non-medical products, where such drugs are required for processing their
products.

. The licensee shall inform the Licensing Authority in writing in the event of any

change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed congtitution.

. The licensee shall inform the Licensing Authority in writing in the event of any

change in the ownership of the vehicle specified in this licence within seven days of
such change.

FORM 21 -C
[See Rule 63-A]
Certificate of renewal of ‘[ licence to sell, stock or exhibit or offer for sale
or distribute] drugs

1. Certified that licence No................... in ?[Form 20, 20A, 20-B, 20-F, 20-G, 21,
21-A, 21-B], granted on the................ to.eiennn. for sale of the following drugs at the
premisessituated &t............... has been renewed for aperiod from..................... to..........

2. Categoriesor particulars of drugs...........ccoovevieiiiiinecnnnnn.
3. Name (s) of qualified person (s) in-charge..........................

........................ Licensing Authority

'Subs. by G.O.I. Notification No. GSR 788(E) dft 10.10.1985.
%Subs. by G.O.1. Notification No.GSR 462(E) dt 22.6.1982
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FORM 21-CC
[See Rule 63-B]

Certificate of renewal of ‘[licence to sall, to stock or exhibit or offer for sale by wholesale or
distribute] drugs from a motor vehicle.

Number of licence and date of issue

1. Certified that licence no. in Form 20-BB or Form 21-BB granted on the

to for sde by wholesale or

distribution of the following drugs from the vehicle having registration No.

assigned under the Motor Vehicle Act, 1939 has been
renewed for aperiod from to

2. Categories of the drugs:

Date Licensing Authority

FORM 24
[See Rule 69]

Application for the grant of or renewal of a [ licence to manufacture for sale or for
distribution of] drugs other than those specified in Schedules C and C (1).

LI/ We e Of hereby apply for the
grant / renewal of a licence to manufacture on the premises situated at .................... the

following drugs being drugs other than those specified in Schedules C and C (1) of the Drugs
and Cosmetics Rules, 1945.

3. Names, qualifications and experience of technical staff employed for manufacture
and testing.

4. A fee of rupees ..........cooiiiiiiiiii has been credited to Government
under thehead of account.............ccoooiiiiiii e,

Date.......ocoovviviiiinnn. Sgnature................

NOTE.—The application should be accompanied by a plan of the premises.

I Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985
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FORM 24-A
[See Rule 69-A]

Application for grant or renewal of a loan*{licence to manufacture for sale or for distribution
of] drugs other than those specified in Schedule C and C (1).

1.1/ We .. e LWOff hereby apply
for the grant / renewal of a Ioan Ilcence to manufacture on the premises situated
A C /08 i, the under-

mentioned drugs, other than those specifies in Schedule C and C (1) to the Drugs and
Cosmetics Rules.

Names of drugs (each substance to be separately specified).

2. The names, qualifications and experience of the expert staff actually connected with
the manufacture and testing of the specified products in manufacturing premises.

4. |/ Weenclose

(@ A true copy of a letter from me / us to the manufacturing concern whose
manufacturing capacity isintended to be utilized by me/ us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the
services of their expert staff, equipment and premises for manufacture of each item
required by me / us and that they will analyze every batch of finished product and
maintain the registers of raw materials, finished products and reports of analysis
separatly in this behalf.

(c) Specimens of labels, cartons of the products proposed to be manufactured.

4, A fee Of TUPEES .oooiiiiiiiiii e has been credited to
Government under the head of aCCOUNT ........vvve i,

* Enter here the name of the proprietor, partners of Managing Director as the case may be.

f .Enter here the name of the applicant form and the address of the principal place of business.

§ Enter here the name and address of the manufacturing concern where the manufacture will be actually
carried out and also the Licence number under which the | ater operates.

1Subs. by G.O.I. Notification No. GSR 788(E) dit 10.10.1985
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FORM 24-B
[See Rule 69]

Application for grant or renewal of licence to repack for sale or distribution of drugs, being
drugs other than those specified in Schedules C and C (1) {excluding those specified in
Schedule X]

LI/We . Of e hereby apply for grant
/ renewa of a licence to repack the following drugs a the premises situated
2. Names of the drugsto berepacked..............ccooiiiiiiiiiiii e

3. Name, qualification and experience of competent staff........................

4. A fee of rupees forty has been credited to Government under the head of
BCCOUNE. .. et ee e e e e

Date.......coovvvvviiiiiin Sgnatureof applicant............

NOTE —The applications shall be accompanied by a plan of the premises.

'FORM 24-C
[See Rule 85-B]

Application for the grant or renewal of a’[licence to manufacture for sale or for distribution
offHomoeopathic medicines or a licence to manufacture potentised preparations from back
potencies by licensees holding licence in Form 20-C

L 1T We o o holder of licence
0 T in Form 20-C hereby apply for the grant / renewal of
licence to manufacture the under mentioned Homoeopathic mother tinctures / potentised
preparations on the premises situated at.........................

Name of the Homoeopathic preparations..................ccceueee. (Each item to be
separately specified)].

2. Names, qualifications and experience of technical staff employed for manufacture
and testing of Homoeopathic medicines.

‘Amended by G.O.I. Notification No. F. 1-598-D, dtd 19.11.1969
*Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985
%Subs. by G.O.I. Notification No. GSR 13(E) dit 7.1.1983.
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3. Afeeof rupees.......ccoovvviiiiiini. has been credited to Government under head
OF ACCOUNE. ..t e e e e e e e e

NOTE 1. Delete whichever portion is not applicable.
2. The application should be accompanied by a plan of the premises.

'FORM 24-D
[See Rule 153]
Application for the grant / renewal of a licence to manufacture for sale of Ayurvedic / Sddha
or Unani drugs

LI/We. oo, of .. ..hereby apply for the
grant / renewa of a licence to manufacture Ayurvedlc (|ncI ud| ng S|ddha) or Unani drugs on
the premisessituated at.............cooeviiie i

2. Names of drugs to be manufactured (with details)

3. Names, qualification and experience of technical staff employed for manufacture and
testing of Ayurvedic (including Siddha) or Unani drugs ............cooveiviiiiiiie e,

4. A feeof rupees.................... has been credited to the Government under the head
of account..........coovevuiiininennn. and the relevant Treasury Challan is enclosed herewith.
Date......covvviiiieii i, Sgnature..........coooevviiiiii,

(applicant)

NOTE—The application should be accompanied by a Plan of the premises.

FORM 24-E
[See Rule 154-A]

Application for grant or renewal of a loan licence to manufacture or sale Ayurvedic (including
Sddha) or Unani Drugs

Lol WE Of** hereby
apply for the grant / renewal of aloan licence to manufacture Ayurvedic (including Siddha) or
Unani Drugs. ..o on the premises Situated
|
O o

Ins by G.O.l. Natification No.1-23/67-D dt 2.2.1970.
%Added by G.O.I. Notification No.GSR 376 (E) dtd 20.7.1978.
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2. Names of drugs to be manufactured (with details).

3. The names, qualifications and experience of technical staff actually connected with

the manufacture and testing of Ayurvedic (including Siddha) or Unani drugs in the
manufacturing premises.

4.1/ Weenclose,

a) A true copy of a letter from me / us to the manufacture concern whose
manufacturing capacity is intended to be utilized by me/ us.

b) A true copy of a letter from the manufacturing concern that they agree to
lend the services of their competent technical staff, equipment and premises
for the manufacture of each item required by me / us and that they shall

maintain the registers of raw materials and finished products separatly in
this behalf.

c) Specimen of labels, cartons of the drugs proposed to be manufactured.

4 Afeeof RS....coviii i has been credited to Government under
the head of account..........................ee and the relevant Treasury Chalan is enclosed
herewith.

Date............ceenn .. Sgnature.................. ]

(applicant)

*

Enter here the name of the proprietor, partners or M anaging Director as the case may be.
** _ Enter here the name of the applicant firm and the address of the principa place of
business.

*** Enter here the name and address of the manufacturing concern where the manufacture will
be actually carried out and also the licence number under which the letter operates.

{FORM 24-F
[SeeRule 69]
Application for grant or renewal of a {licence to manufacture for sale or for distribution of]
drugs specified in Schedule X and not specified in Schedules C and C(1).

1 IIWe.....oooovviii, of v, hereby apply for the grant/renewal
of licence to manufacture on premises situated at ..................... the undermentioned drugs,
specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

TSubs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982
%Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985.
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2 Name of drugs.
3. Names, qualifications and experience of technical staff employed for manufacture and
testing.
4, A feeof rupess.............. has been credited to Government account under the head of
BCCOUNE. ..ot ee et e e et ee e ieeeeeaa s

Signature...............
Dae ........ Designation ........... ]

FORM -25
[See Rule 70]

Y Licence to manufacture for sale or for distribution of] drugs other than those specified in
Schedules C and C(1).

Number of Licence and dat@ Of ISSUB. ........viriiriie it

L is hereby to manufacture the following
categories of drugs being drugs other than those specified in Schedules C and C (1) to the
Drugs and Cosmetics Rules, 1945, on the premises Situated
= under the direction and
supervision of the following 4 competent technical staff]

a) *[competent technical staff]
b) Names of Drug (each item to be separately specified)..........c.cccovvueveeeens...

2. The licence authorizes the sale by way of wholesale dealing and storage for sale by
the licensee of the drugs manufactured under the licence, subject to the conditions applicable to
licence for sale.

3. Thelicence shal beinforcefrom..........cocvviiiiiiienin... 0,

1 Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985
2 Subs. by G.O.1. Notification No. GSR 5(E) dt 6.1.1997.
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4. Thelicence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs & Cosmetics Act,
1940.

Date......coovvviiiiiiiinn, Sgnature.........ccooeeiiiieinnnn.

Designation...............ccoveenes

'[* Licensing Authority

*Central Licence Appoving Authority.]
*Delete whichever is not applicable.

Conditions of Licence

1. This licence and any certificate of renewal in force shal be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. If the licensee wants to manufacture for sale additional items of drugs not included
above he should apply to the Licensing Authority for the necessary endorsement as
provided in Rule 69 (5). This licence will be deemed to extend to the categories so
endorsed.

4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any
change in the congtitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

FORM 25-A
[See Rule 70-A]
Loan 7licence to manufacture for sale or for distribution of] drugs other than those specified
in Schedules C and C (1)

1. Number of licence and date Of ISSUE...........coeviiiiiiiiiiiii i

2 Of e is hereby granted a loan
licence to manufacture the following drugs other than those specified in Schedules
CandC (1) tothe

TSubs. by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
2 Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985
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Drugs and Cosmetics Rules, 1945, on the premises situated
A ClOn under the direction and

supervision of the following ‘[competent technical staff]

a) '[competent technical staff]
b) Nameof drugs............cccceeveiiiinennne

3. The licence authorizes the sale by way of wholesale dealing and storage for sale by
the licensee of the drugs manufactured under the licence subject to the conditions applicable to
licences for sale.

4. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs & Cosmetics Act,
1940.

Date..........cooeveennnn. Sgnature..........occoeviiennns
Designation.................c.ceew.

Conditions of Licence

1. Thislicence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shal be forthwith reported to
the Licensing Authority.

3. If the licensee wants to undertake during the currency of the licence the
manufacture for sale additional drugs he should apply to the Licensing Authority
for the necessary endorsementto the licence as provided in Rule 69-A. Thislicence
will be deemed to extend to the drugs so endorsed.

4. The licensee shal inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shal be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

ISubs. by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
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'FORM 25-B
[See Rule 70]

Licence to repack for sale or distribution of drugs being drugs other than those specified in
Schedules C and C (1) %[ excluding those specified in Schedule X]

Lo Of e, is hereby granted a licence to
repack the following drugs for sale or distribution on the premises situated
A under the supervision of the following competent staff.

a) Names of drugs to be repacked.
b) Names of competent staff.

2. Thelicence shall beinforcefrom.........ccovvvvvvvinnnn. {0 FU U

3. The licence authorizes the sale by way of wholesale dealing by the licensee and
storage for sale by the licensee of the drugs repacked under the licence subject to conditions
applicableto licencesfor sale.

4. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,
1940.

Date.......covvvviiiiien, Sgnature...........oooviienne
Conditions of Licence
1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. If the licensee wants to repack for sale or distribution additional items he should
apply to the Licensing Authority for the necessary endorsement to this licence.
This licence will be deemed to extend to only those items so endorsed.

T Added under G.O.I.Notification No. F. 1-22/59-D, dtd 9-4-1960.
23ubs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982
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4. The drugs repacked under this licence shall bear on their Bbel, apart from other
particulars required by these Rules, the name and address of the licensee and the
number of the licence under which the drug is repacked proceeded by the words
“Rpg. Lic. No.”.

5. The licensee shall inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

'FORM 25-C
[See Rule 85-D]
4 Licence to manufacture for sale or for distribution of] Homoeopathic medicines

Number of Licenceand date of ISSUE.........oveveeeie i

I1,....... ..who holds a licence in Form 20-C is hereby
licensed to manufacture Homoeopathlc mother tinctures / potentised and other preparations on
the premises situated at...............ccoevvviiineennnen. under the direction and supervision of the

following technical staff :

Name of the Homoeopathic preparations (Each item to be separately specified).
Names of the Technical Staff .............................. ]

2. Thelicence shall beinforcefrom..........oovvviviviiivienn 00,

3. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,
1940.

Date......covvvviiiiiien, Sgnature.........cooeieinnnn.

Designation...............ccoeeeenes

Added under G.O.1. Notification No. F.1-36/64-D, dated 18" August 1964.
Subs by G.O.l. Notification No. GSR 788(E) dt 10.10.1985
®Subs. by G.O.I. Notification No. GSR 13(E) dit 7.1.1983.
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Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

13, The licensee shall inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating unde the licence. Where any
change in the constitution of the firm takes place, the current licence shal be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

FORM 25-D
[See Rule 154]

Licence to manufacture for sale of Ayurvedic (including Sddha) or Unani drugs

No.of Licence.......cooveveoiiiiiin

1. iiiiiiiiiiiiiieeiien..is | are hereby licensed to manufacture the following
Ayurvedic  (including Siddha) or Unani drugs on the premises situated
| under the direction and

supervision of the following technical staff: —

a) Technical staff (Name)
b) Names of drugs (each item to be separatly specified).

2. Thelicence shall beinforcefrom........cooovvvveiiiiinnnnn, (0 JOT

! Added by G.O.l. Natification No.S.O. 903 dtd 28-2-1976.
2 Added under G.O.I. Notification No. 1-23/67-D, dtd 2-2-1970
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3. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,
1940.

Date.....covvvviiie e, Sgnature..................
Designation...............

Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. Thislicence shal be deemed to extend to such additional items as the licensee may
intimate to the Licensing Authority from time to time, and as may be endorsed by
the Licensing Authority.

4. The licensee shal inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating under the licence. Where any
change in the congtitution of the firm tekes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

FORM 25-E
[See Rule 154-A]

Loan Licence to manufacture for sale Ayurvedic (including Sddha) or Unani Drugs

1. Number of LICENCE. ... e

2 Of e is hereby granted a
loan licence to manufacture for sale Ayurvedic (including Siddha) or Unani drugs, on the
premises situated at.............cocciiiiiiiii i Cloue i, under

the direction and supervision of the following expert technical staff.

a) Technical staff
b) Names of drugs (each item to be separately goecified)

! Added by G.O.I. Notification No. GSR 376 (E), dtd 20.7.1978
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3. Thelicence shall beinforcefrom............ccovvtn. 10

4. The licence is subject to the conditions stated below and to such other conditions as

may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,

1940.

Date Of ISSUE......ovvee e e

Sgnature...........ccooeeee.
Designation....................

Conditions of Licence

. This licence and any certificae of renewal in force shall be kept on the approved

premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

. Any change in the expert staff named in the licence shall be forthwith reported to

the Licensing Authority.

. This licence shall be deemed to extend to such additional items as the licensee may

intimate to the Licensing Authority from time to time, and as may be endorsed by
the Licensing Authority.

. The licensee shdl inform the Licensing Authority in writing in the event of any

change in the constitution of the firm operating under the licence. Where any
change in the constitution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months from the date on which
the change takes place unless, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the form with the changed constitution.

FORM 25-F
[SeeRule 70]

I Licence to manufacture for sale or for distribution of] drugs specified in
Schedule X and not specified in Schedules C and C(1).

................................ of ................ ishereby licensed to manufacture at
the premisesSituated &t ............... the following drugs specified in Schedule
X to the Drugs and Cosmetics Rules, 1945.

Name of drugs.

Names of approved {competent technical staff]

'Subs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982
2Subs. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985.
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4. The licence authorizes the sale by way of wholesale dealing and storage for sale
by the licensee of the drugs manufactured under the licence subject to the
onditions applicable to licence for sale.

The licence shall beinforce........... 10 o,

The licence is subject to conditions stated below and to other conditions as may
be specified in the rules for the time being in force under the Drugs and
Cosmetics Act, 1940.

Dateof issue ............. Signature .........ooeiiennnn
LicenceNo. ............... Designation....................
’[*Licensing Authority
*Central Licence Approving Authority.

Conditions of Licence

1. The licence and any certificate of renewal in force shall be kept on the licensed
premises and shall be produced at the request of an Inspector appointed under the Drugs and
Cosmetics Act, 1940.

2. If the licensee wishes to undertake during the currency of the licence the
manufacture of any drug specified in Schedule X not included above, he should apply to the
Licensing Authority for the necessary endorsement of this licence. This licence shall be
deemed to extend to only those items so endorsed.

3. Any change in the *[competent technical staff] shall be forthwith reported to the
Licensing Authority.

4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the congtitution of the firm operating under the licence. Where any change in the
congtitution of the firm takes place, the current licence shall be deemed to be vaid for a
maximum period of three months from the date on which the change takes place unless, in the
meantime, a fresh licence has been taken from the Licensing Authority in the name of the form
with the changed constitution.

5. The licensee shall furnish to the Licensing Authority copies of the invoices of
sales made to dealers.
6. The licensee shall not manufacture drugs covered by this licence for use as

‘Physician’s Samples'.]

'Subs. by G.O.I. Natification No. GSR 231(E) dit 4.6.1996.
%Subs. by G.O.I. Notification No. GSR 923(E) dt 14.2.1992.
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[FORM 26
[See Rules 73 and 83]
Certificate of renewal of licence to manufacture for sale of drugs other than those specified in
Schedule X
1. Certified that liCENCE NO.......coiiiiiiiiiiii e, granted on
the.............. 1 (0 FU for the manufacture of the following categories of drugs being

*drugs other than those specified in Schedules C and C (1) and X
*drugs covered by Schedules C and C (1) excluding those specified in Schedule X

to the Drugs and Cosmetics Rules, 1945, at the premises situated af ................
............................ has been renewed from..................t0 ...............

2. Name(s) of ’[competent technical Staff]....................
%3 Name of the drugs (each item to be separately specified) .............. ]

Sgnature.............oeeveen
Date......... Designation...............

*Delete whatever portion is not required.

FORM 26-A
[See Rules 73-A and 83-A]

Certificate of renewal of loan licence to manufacture for sale of drugs other than those
specified in Schedule X

1. Certified that loan licence NO..........coooiiiiiiiii i granted on
the ., B0 for the manufacture of the under
mentioned drugs being
*drugs other than those than drugsin Schedule C, C (1) and X
drugs specified in Schedules C and C (1) excluding those specified in Schedule X.
to the Drugs and Cosmetics Rules, 1945 ~a the premises situated
i Clon has been renewed from.................... (o JOTRUUR

2. Names of the drugs (each substance to be separately specified).

Subsby G.O.I. Notification No. GSR 462(E) dit 22.6.1982.
2Subs. by G.O.I. Notification No. GSR 231(E) dt 4.6.1996
®Ins. by G.O.I. Notification No. GSR 370(E) dt 7.4.1994.
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3. Name of the ‘[competent technical staff]
Sgnature...................
Designation.................

* Delete whichever is not applicable.

’FORM 26-B
[See Rule 73-B]

Certificate of renewal of licence to repack for sale or distribution of drugs
being drugs other than those specified in Schedules C and C (1) [ excluding those specified in

Schedule X]

1. Certified that licence NO. ..o granted on
the.................. t0. for the repacking of the following drugs at the
premises Situated at..........ocociiiiiiinn. has been renewed from................
L0 P

Names of drugsto berepacked..................ccoiiiiiin,

2. Names of competent staff.............c.occeeiiennnn.

Date: ...... Signature ................

Designation ..................
“[* Licensing Authority.
* Central Licence Approving Authority.

* Delete whichever is not applicable.

FORM 26-C
[See Rule 85-G]
Certificate of renewal of licence to manufacture for sale of Homoeopathic medicines
1. Certifiedthat licenceNo.................... grantedonthe............. {( F for
the manufacture for sale of the Homoeopathic mother tinctures / potentised preparation at the
premises situated at.........................has been renewed for a period from
the......ccoviin (0.

'Subs. by G.O.1. Notification No. GSR 231(E) dt 4.6.1996
2Added under G.O.1. Notification No. F.1-22/59-D, ditd 9.4.1964
3Subs.by G.O.1. Notification No. GSR 462(E) dt 22.6.1982.
“Subs. by G.O.I. Notification No. GSR 923(E) dt 14.2.1992.
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2. Name of thetechnical staff..............c.coooiiiii
3. Namesof the drugs (each itemto be separately specified) ............ ]
Sgnature..........c.ooeieieeenn
Designation................coceuven
Date......coovvvviiii
’FORM 26-D
[See Rule 155]

Certificate of renewal of licence to manufacture for sale of Ayurvedic / Sddha or Unani drugs
1. Certified that licence NO. et granted on

manufacture of Ayurvedic/Siddha/Unani drugs at the premises situated at....................has
been renewed from...............coiiiiiinnns 1 (0 J

2. Nameof technical Staff.......cccovmirii e

%3. Names of drugs (each item to be separately specified).]

Sgnature...................

Designation................
Date.......coovveiiiiieinnns

ORM 26-E
[See Rule 155-A]
Certificate of renewal of loan licence to manufacture for sale of
Ayurvedic / Sddha or Unani Drugs
1 Certified that Loan Licence N[0 granted on

110 TSI 10 T, for the manufacture of
Ayurvedic  / Siddha  or Unani drugs a the  premises  Situated
= | Clo. i has been renewed
FrOM. e (0 T

TIns. by G.O.I. Notification No. GSR 370(E) dt 7.4.1994.
3ns. by G.O.l. Notification No. 1-23/67-D, dtd 2-2-1970.
3ns. by G.O.l. Notification No. GSR 376 (E), dtd 20.7.1978
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Sgnature..........ccooeeene.
Designation....................

[FORM 26-E-1
(SeeRule 157 155-B)

(Certificate of Good Manufacturing Practices (GMP) to manufacture of
Ayurveda, Sddha or Unani drugs):

Certified that manufacturing unit licensee, namely ............... Situated at ............
State .............. Licence No. .................. comply with the requirements of Good
Manufacturing Practices of Ayurveda-SiddhaUnani drugs as laid down in Schedule T of the
Drugs and Cosmetic Rules, 1945.

This certificate is valid for a period of three years.

Dated :..... Sgnature..............

Pace: .... Designation ...........
Licensing Authority for Ayurveda/
Sddha/ Unani Drugs.]

[FORM 26-F
[See Rules 73 and 83]

Certificate of renewal of licence to manufacture for sale of
drugs specified in Schedule X

1. Certified that licence NO. .................... granted on the ........... to ...
For the manufacture of drugs specified in Schedule X to the Drugs and
Cosmetics Rules, 1945, at the premises situated at ..................... has been
renewed from ............ (0 JUPUTUI

2. Names of drugs (each substance to be separately specified).

ins. by G.O.I. Notification No.GSR561(E) dt 23.6.2000 and subs. By G.O.l.Notification No.G.S.R.198(E)
at.07.03.2003.
%Ins. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
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3. Names of the ‘[competent technical staff].

Signature ................

Designation ..................

?[* Licensing Authority.

* Central Licence Approving Authority.

* Delete whichever is not applicable.

Dateof iSSUE .....covvveeeeeaann,

3[FORM 26-G
[See Rule 122-F]

Certificate of renewal of licence to operate f Blood Bank for processing of whole human blood
and/or* for preparation for sale or distribution of its components.

1. Certified that Licence No.............. granted on .................. to M/s.
.................. for the operation of a Blood Bank for processing of whole human blood and/or
for preparation of its components at the premises Situated.......................... is hereby
renewed with effect from ................. (0 TP

2. Name(s) of items:

1
2.
3.
3. Name(s) of competent Technical Staff:
1
2.
3.
4.
5.
Date........... Sgnature ..................

Name and Designation .........
Licensing Authority.
Central Licence Approving Authority.

* Delete whichever is not applicable.]

ISubs. by G.O.I. Notification No. GSR 231(E) dt 4.6.1996.
2Subs. by G.O.1. Notification No. GSR 923(E) dt 14.12.1992.
3Subs. by G.O.1. Notification No. GSR 244(E) dit 5.4.1999.
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[FORM 26-H
[See Rules 68-A, 76, 78]

Certificate of renewal of licence to manufacture for sale of Large Volume
Parenterals/Sera and Vaccines specified in Schedules C and C(1)
excluding those specified in Schedule X.

1. Certified that Licence No. ............. granted onthe ............ to......... for
the manufacture of following Large Volume Parenterals/Sera and Vaccines at the premises
Situated at ................ has been renewed from ............... [(0 I

2. Name(s) of drug(s) ........ccoeeveveviennnnnn. (each item to be separately specified).

3. Name(s) of competent technical staff:

(@) responsible for manufacturing (b) responsible for testing
a 1l
b) 2.
c) 3.
d) 4.
Signature ..................
Designation ......................

Licensing Authority
Central Licence Approving Authority

Date....ccovevvveniinnnnnnd]

IFORM 26|
[See Rules 122-1]

Certificate of renewal of licence for manufacture of blood products.

1. Certified that Licence No. ............. granted onthe ............ to......... for
the manufacture of blood products at the premises situated at ................ has been renewed
from............... (o U

2. Name(s) of item ().
1
2.
3.

Yins. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996.
Ans. by G.O.l. Notification No. GSR 245(E) dt 5.4.1999.
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3.Name(s) of competent technical staff:

(a) responsible for manufacturing (b) responsible for testing
1 1
2. 2.
3. 3.
4 4,
Signature ..................
Designation ......................

Licensing Authority
Central Licence Approving Authority

Date....ccovevvviniinnnnnnd]

FORM -27
Application for grant or renewal of a [licence to manufacture for sale or for
distribution of] drugs specified in Schedules C and C (1) 4 excluding those
specified in Schedule X]

LITWe o hereby apply for the grant / renewal of a
licence to manufacture on the premises situated at...............coccooeviennenn. the under
mentioned drugs, being drugs specified in Schedule C and C (1) 4 excluding those specified in
Schedule X] to the Drugs and Cosmetics Rules, 1945.

Names of drugs
(each item to be separately specified).

2. The names, qualifications and experience of the expert staff responsible for the
manufacture and testing of the above mentioned drugs.

a) Name (s) of staff responsible for test................cooeeinnies
b) Name (s) of staff responsible for manufacture...................

3. The premises and plan are ready for inspection
will be ready for inspection on

4. ATEeOf TUPEES ..o e and an inspection fee of rupees

YIns. by G.O.I. Notification No. GSR 788(E) dt 10.10.1985.
%Subs. by G.O.I. Notification No. GSR 462(E) dt 22.6.1982.
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has been credited to Government under the head of account.

Date.......cooevviiiii e, Sgnature...................es
Designation..............c.coee...

FORM 27-A
[See Rule 75-A]
Application for grant or renewal of a loan [ licence to manufacture for sale or for distribution
of] drugs specified in Schedules C and C (1)

Lo/ We i, Of hereby apply for
the grant / renewal of Loan Licence to manufacture on the premises situated
| ClO* ** the

undermentioned drugs, being drugs specified in Schedules C and C (1) to the Drugs and
Cosmetics Rules.

Names of drugs (each substance to be separately specified).

2. The names, qualifications and experience of the expert staff actually connected with
the manufacture and testing of the specified products in the manufacturing premises.

a) Name (s) of expert staff responsible for manufacture...................
b) Name (s) of the expert staff responsible for testing.........................

3.1 /Weenclose

(@ A true copy of a letter from me / us to manufacturing concern whose
manufacturing capacity is intended to be utilized by me/ us.

(b) A true copy of a letter from the manufacturing concern that they agree to
lend the services of their competent technical staff, equipment and premises
for the manufacture of each item required by me / us and that they shall
maintain the registers of raw materials, finished products and reports of
analysis separately on this behalf.

(c) Specimens of labels, cartons of the drugs proposed to be manufactured.

*  Enter here name of the proprietor, partners or Managing Director, as the case may be.

** Enter here name of the applicant firm and the address of the principal place of business.

*** Enter here the name and address of the manufacturing concern where the manufacture will
be actually carried out and also the licence number under which the latter operates.

!ns. by G.O.I. Notification No. GSR 788(E) dit 10.10.1985.
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4 A TEROf RSt has been credited to Government under
thehead of aCCOUNt........cc.oieie e,

Date.......coovvieiie Sgnature....................
Designation..........................

1FORM 27-B

Application for grant or renewal of a {licence to manufacture for sale or for distribution of]
drugs specified in Schedule C, C(1) and X

1 IIWe..........o.o.. of i hereby apply for the grant/renewal of alicence
to manufacture on the premises situated at ......................... the under-mentioned drugs,
specified in Schedule C, C(1) and X to the Drugs and Cosmetics Rules, 1945.

2 Name of drugs.

3. The names, qualifications and experience of the expert staff responsble for the
manufacture and testing of the above-mentioned drugs.

(&) Name(s) of staff responsible for testing
(b) Name(s) of staff responsible for manufacture.

4. The premises and plant* are ready for inspection/will be ready for inspectionon .........

Date.............. Signature...............

The application shall be accompanied by a plan of the premises]
* Delete whichever is not goplicable.

%[FORM 27-C
[See Rule 122-F]

Application for grant/renewal* of licence for the operation of a Blood Bank for processing of
whole blood and/or* preparation of Blood Components.

1 IIWe.....ccoooviiiiiiin. Of M/S. i, hereby apply for the

grant of licence/renewal of licence number........... dated........... to operate a Blood Bank, for
processing of whole blood and/or* for preparation of its components on the premises situated

2. Name(s) of the item(s)
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1.
2.

Ins by G.O.l. Natification No. GSR 462(E) dt 22.6.1982.
%Ins. by G.O.l. Notification No. GSR 788(E) dit 10.10.1985.
3Subs. by G.O.l. Natification No.GSR 245(E) dt 5.4.1999.
3.

3. The name(s), qualification and experience of competent Technical Staff are as under:

(a) Name(s) of Medical Officer,

(b) Name(s) of Technical Supervisor
(c) Name(s) of Registered Nurse.

(d) Name(s) of Blood Bank Technician.

4. The premises and plant are ready for inspectionwill be ready for inspection on........

5. A licence fee of rupees ................... and an inspection fee of rupees.............. has

been credited to the Government under the Head of Account.................. (receipt enclosed).
Signature... ..

Dated............ Name and Deﬂ gnatl on..

* Delete whichever is not applicable.

Note:

1. The application shall be accompanied by a plan of the premises, list of machinery and
equipment for collection, processing, storage and testing of whole blood and its
components, memorandum of association/constitution of the firm, copies of
certificate relating to educational qualifications and experience of the competent
technical staff and documents relating to ownership or tenancy of the premises.

2. A copy of the application together with the relevant enclosures shall aso be sent to
the Central Licence Approving Authority and to the Zonal/Sub-Zonal Officers
concerned of the Central Drugs Standard Control Organization].

[FORM 27D
[SeeRule 75]

Application for grant or renewal of a licence to manufacture for sale or for
distribution of Large Volume Parenterals/Sera and Vaccines excluding those
specified in Schedule X.

IIns. by G.O.I. Notification No. GSR119(E) dt 11.3.1996.
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1 IIWe.....ccoviiii Of oo hereby apply for grant/renewal of a
licence to manufacture for sale or distribution on the premises situated at...................... the
under-mentioned Large Volume Parenteral/Sera and Vaccines, specified in Schedules C and
C(1) to the Drugs and Cosmetics Rules, 1945.

2 Name(s) of drug(s) ... ... veevverveeiieniaennn. (each item to be separately specified).

3. The name(s), qualification and experience of the competent technical staff responsible
for the manufacture of the above mentioned drugs.

(8) Name(s) of staff responsible for testing........................
(c) Name(s) of staff responsible for manufacturing....................

4. The premises and plant are ready for inspection/will be ready for inspection on.........

5. A feeof rupees..........cooevviiinnn and an inspection fee of rupees.......... has been
credited to the Government under the Head of Account...................

Date ........... Sgnature..........ocoeeeeiennnn.
Designation.....................

* Delete whichever is not applicable.
Note:

1. The application is to be accompanied by a plan of the premises, list of machinery and
equipment to be employed for manufacture and testing, memorandum of
association/constitution of the firm, copies of certificate relating to educational
qualifications and experience of the competent technical staff and documents relating
to ownership or tenancy of the premises.

2. A copy of the application together with the relevant enclosures shall also be sent
each to the Central Licence Approving Authority and concerned Zonal/Sub-Zonal
Officers of the Central Drugs Standard Control Organization].

[FORM 27-E
[See Rule 122-F)

Application for grant/renewal* of licence to manufacture blood products
for sale or distribution..

1 IIWe......coeviiiiiin. Of M/S. . hereby apply for the
grant of licence/renewal of licence number........... dated........... to manufacture Blood
products on the premisessituated at ..............c.coeeueneee.

Yins. by G.O.I. Notification No. GSR 245(E) dt 5.4.1994.
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2. Name(s) of the item(s)

1.
2.
3.
3. The name(s), qualification and experience of competent Technical Staff are as under:
€) responsible for manufacturing (b) responsible for testing
1 1.
2. 2.
3. 3.
4, The premises and plant are ready for inspection/will be ready for inspection on........
5 A licence fee of rupees ................... and an inspection fee of rupees.............. has
been credited to the Government under the Head of Account.................. (receipt enclosed)
Signature....................
Dated............ Name and Designation.............

* Delete whichever is not applicable.
Note:

1. The application shall be accompanied by a plan of the premises, list of machinery and
equipment for manufacture of blood products, memorandum  of
association/constitution of the firm, copies of certificate relating to educational
qualifications and experience of the competent technical staff and documents relating
to ownership or tenancy of the said premises.

2. A copy of the application together with the relevant enclosures shall also be sent to
the Central Licence Approving Authority and to the Zonal/Sub-Zonal Officers
concerned of the Central Drugs Standard Control Organization].

FORM 28
[See Rule 76]

! Licence to manufacture for sale or for distribution of] drugs specified
in Schedules C and C (1)

Number of Licenceand date Of iSSUE. .......vvvvieie e eene

L is hereby licensed to manufacture at the premises
Situated at the..........cooii the following drugs, being drugs
specified in Schedules C and C (1) to the Drugs and Cosmetics Rules, 1945.

“Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985
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NaMES Of ArUGS. .. ... veeee et e e e e

2. Names of approved [competent technical Staff]...................
3. The licence authorises the sale by way of wholesale dealing and storage for sale by

the licensee of the drugs manufactured under the licence subject to the conditions applicable to
licences for sale.

4. Thelicencewill beinforcefrom..........cooeviiiiiiiii. 10

5. The licence is subject to the conditions stated below and to such other conditions as

may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,

1940.

Date

Of ISSUE....ceviiiieie e Sgnature....................
Designation ..................
’[* Licensing Authority.
* Central Licence Approving Authority.

* Delete whichever is not applicable.

Conditions of Licence

This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the Drugs
and Cosmetics Act, 1940.

If the licensee wants to undertake during the currency of the licence the manufacture for
any drug specified in Schedules C and C (1) not included above, he should apply to the
Licensing Authority for the necessary endorsement to the licence as provided in Rule 75
(3). Thislicence will be deemed to extend to the items so endorsed.

Any change in the expert staff named in the licence shall be forthwith reported to the
Licensing Authority.

The licensee shal inform the Licensing Authority in writing in the event of any change in
the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless,
in the meantime, a fresh licence has been taken from the Licensing Authority in the name
of the form with the changed constitution.

Subs.
Zgubs.

by G.O.I. Notification No. GSR 231(E) dt 4.6.1996.
by G.O.I. Notification No. GSR 923(E) dt 14.12.1992.
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FORM 28-A
[SeeRule 76-A]

Loan’[ Licence to manufacture for sale or for distribution of] drugs specified in Schedules C
and C (1)

1. Number of licence and date Of 1SSUB.......vvveeri i eenens

2 Of e, is hereby granted a
loan licence to manufacture on the premises Situated
A Clo.iiiiiiii e, the following drugs being drugs specified in

Schedules C and C (1) to the Drugs and Cosmetics Rules, 1945.

NamMeS Of DIUGS........ovvve it e
3. Names of J[competent technical Staff.]..........coveveueeeeeeieeiiennn
%3 A Thelicence shall bein force from.............ccccceeeveeee.. (o FUTT

4. The licence authorizes the sale by way of wholesale dealing by the licensee and
storage for sale by the licensee of the drugs manufactured under the licence subject to the
conditions applicable to licence for sale.

5. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Rules for the time being in force under the Drugs and Cosmetics Act,
1940.

Dateof ISSUE........cceviviiiiiiiiie . Sgnature...................
Designation.................

Conditions of Licence

1 This licence and any certificate of renewal in force shal be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. If the licensee wishes to undertake during the currency of the licence the manufacture
for any drug specified in Schedules C and C (1) not included above, he should apply to
the Licensing Authority for the necessary endorsement to the licence as provided in
Rule 75 (3). Thislicence will be deemed to extend to the items so endorsed.

3. Any change in the expert staff named in the licence shall be forthwith reported to the
Licensing Authority.

I Subs. by G.O.1. Notification No. GSR 788(E) it 10.10.1985
2Subs. by G.O.I. Notification No. GSR 231(E) dt 4.6.1996.
3Ins. by G.O.I. Notification No. F.1-10/62-D, dtd 11.4.1964
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4, The licensee shall inform the Licensing Authority in writing in the event of any change
in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless,
in the meantime, a fresh licence has been taken from the Licensing Authority in the
name of the form with the changed constitution.

[FORM 28-B
[SeeRule 76]

’[ Licence to manufacture for sale or for distribution of] drugs
specified in Schedules C, CI and X.

No. of Licence..........covevvennn.

L is hereby licensed to manufacture at the
premises situated at ............... the following drugs specified in Schedule C, Cl and X to the
Drugs and Cosmetics Rules, 1945.

Name of drugs.
2. Names of 3 competent technical staff]

3. The licence authorizes the sale by way of wholesale dealing and storage for sale
by the licensee of the drugs manufactured under the licence subject to the onditions applicable
to licence for sale.

4, Thelicence shall beinforce........... (0 I

5. The licence is subject to conditions stated below and to other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.

Dateof issue ............. Signature ..........ooveiiennnn.
LicenceNo. ............... Designation....................
4* Licensing Authority
*Central Licence Approving Authority.

Conditions of Licence

1. The licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the Drugs and
Cosmetics Act, 1940.

'Subs. by G.O.I. Notification No.GSR 462(E) dt 22.6.1982
2Subs. by G.O.1. Notification No. GSR 788(E) dt 10.10.1985.
3SuUbs. by G.O.1. Notification No. GSR 231(E) dt 4.6.1996.
“Subs. by G.O.1. Notification No. GSR 923(E) dt 14.2.1992.
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2. If the licensee wishes to undertake during the currency of the licence the
manufacture of any drug specified in Schedule X not included above, he should apply to the
Licensing Authority for the necessary endorsement as provide in Rule 75(4). This licence will
be deemed to be applicable to the items so endorsed.

3. Any change in the *[competent technical staff] shall be forthwith reported to the
Licensing Authority.

4. The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
congtitution of the firm takes place, the current licence shall be deemed to be vaid for a
maximum period of three months from the date on which the change takes place unless, in the
meantime, a fresh licence has been taken from the Licensing Authority in the name of the form
with the changed constitution.

5. The licensee shall furnish to the Licensing Authority copies of the invoices of
sales made to dealers.
6. The licensee shall not manufacture drugs covered by this licence for use as

‘Physician’s Samples'.]

’I[FORM 28-C
[SeeRule 122-G]

Licence to operate a Blood Bank for collection, storage and processing of whole human blood
and/or* its components for sale or distribution

1.Number of licence....................date of issue........................ at the premises situated
A
2. MIS i is hereby licensed to collect, store, process and distribute

while blood and/or its components.

3. Name(s) of theitem(s) :
1.
2.
3.

4. Name(s) of the competent Technical Staff :
1.
2.
3.

! Subs. by G.O.1. Notification No. GSR 923(E)dt 14.12.1992
2 |ns. by G.O.I. Notification GSR 245(E) it 5.4.1999.
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5. The licence authorises licensee to collect, store, distribute and processing of whole
blood and/or blood components subject to the conditions applicable to this licence.

6. The licence shall bein forcefrom................ (0.,

7. The licence shall be subject to the conditions stated below and to such other conditions
as may be specified from time to time in the Rules made under Drugs and Cosmetics Act,
1940.

Dated:......... Sgnature...................
Name and Designation............
Licensing Authority
Central Licence Approving Authority
* Delete whichever is not applicable.

Conditions of Licence

1. The licensee shall neither collect blood from any professional donor or paid
donor nor shall be prepare blood components from the blood collected from
such donor.

2. The licence and any certificate of renewal in force shall be displayed on the
approved premises and the original shall be produced at the request of an
Inspector appointed under the Drugs and Cosmetics Act, 1940.

3. any cnange in thetechnical staff shall be forthwith reported to the Licensing
Authority and/or Central Licence Approving Authority.

4. The licensee shall inform the Licensing Authority and/or Central Licence
approving Authority in writing in the event of any change in theconstitution of
the firm operating under the licence, where any change in the constitution of the
firm takes places, the current licence shall be deemed to be valid for maximum
period of three months from the date on which the change has been taken place
unless, in the meantime, a fresh licence has been taken from the Licensing
Authority and/or Central Licence approving Authority in the name of the firm
with the changed constitution.]

FORM 28-D
[See Rules 76]

Licence to manufacture for sale of Large Volume
Parenterals/Sera and Vaccines specified in Schedules C and C(1)
excluding those specified in Schedule X.

Number of licence............ccovveiii.n. and date of issUE.........ccevvenn...

Tins. by G.O.I. Notification No. GSR 119(E) dt 11.3.1996.
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L is hereby licensed to manufacture at the premises situated
e the following Large Volume Parenterals/Sera and Vaccines specified in
Schedules C and C(1) excluding those specified in Schedule X to the Drugs and Cosmetics
Rules, 1945.

2. Name(s) of drug(s) ........ccoeeveveviennnnnn. (each item to be separately specified).

3. Name(s) of competent technical staff:

(a) responsible for manufacturing (b) responsible for testing
1. 1
2 2
3 3

4, The license authorizes the sale by way of wholesale dealing and storage for sale
by the licensee of the drugs manufactured under the licence, subject o the conditions applicable
to licence for sale.

5. The licence shal bein forcefrom.........cccovvii i, 0 e,

6. The licence shall be subject to the conditions stated below and to such other
conditions as shall be specified in the rules for the time being in force under the Drugs and
Cosmetics Act, 1940.

Signature ..................

Designation ......................
Licensing Authority

Central Licence Approving Authority

Date.....ccocveviinnnnnnn]
Conditions of Licence

1. The licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under
the Drugs and Cosmetics Act, 1940.

2. If the licensee wishes to undertake during the currency of the licence the
manufacture of any drug specified in Schedule X not included above, he should
apply to the Licensing Authority for the necessary endorsement as provided in
Rule 75(4). This licence will be deemed to be applicable to the items so
endorsed.

3. Any change in the competent technical staff shall be forthwith reported to the
Licensing Authority.

(c) The licensee shall inform the licensing authority and/or Central Licence
Approving Authority in writing in the event of any change in the
constitution of the firm operating under the licence, where any change in the
congtitution of the firm takes place, the current licnece shall be deemed to
be valid for a maximum period of three months from the date on which the
change takes place unless, in the meantime, a fresh licence has been applied
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for along with prescribed fee and necessary documents to the Licensing
Authority and/or Central Licence Approving Authority in the name of the
firm with the changed constitution.]

1FORM 28-E
[SeeRule 122-G]

Licence to manufacture and store blood products for sale or distribtion.

1.Number of licence.................... date of iSsUe..........ccevvnnnenn. at the premises situated
a....o
2. MIS is hereby licensed to manufacture, store, sell or distribute

the following blood products:-

3. Name(s) of the item(s) :

1.
2.
3.
4, Name(s) of the competent Technical Staff :
a) responsible for manufacturing b) responsible for testing
1. 1
2. 2.
3. 3.
5. The licence authorises licensee to manufacture, sore, sell or distribute the blood

products, subject to conditions applicable to this licence.
6. The licence shall be in force from................ ({0 T

7. The licence shall be subject to the conditions stated below and to such other conditions
as may be specified from time to time in the Rules made under Drugs and Cosmetics Act,
1940.

Dated :......... Sgnature...
Name and Deﬂ gnatl on..
Licensing Authority
Central Licence Approving Authority

* Delete whichever is not applicable.

Ins. by G.O.I. Notification GSR 245(E) dit 5.4.1999.
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Conditions of Licence

1. The licensee shall not manufacture blood products from the blood drawn from
any professional donor or paid donor.

2. The licence and any certificate of renewal in force shall be displayed on the
approved premises and the original shall be produced at the request of an
Inspector appointed under the Drugs and Cosmetics Act, 1940.

3. Any cnange in the technica staff shall be forthwith reported to the Licensing
Authority and/or Central Licence Approving Authority.

4. The licensee shall inform the Licensing Authority and/or Central Licence
approving Authority in writing in any change in the constitution of the firm
operating under the licence. In the event of any change in the constitution of
the firm, the licence shall be deemed to be valid for maximum period of three
months from the date on which the change takes place unless, in the meantime,
a fresh licence has been taken from the Licensing Authority and/or Central
Licence approving Authority in the name of the firm with the changed
constitution.]

FORM 29
[See Rule 89]
Licence to manufacture drugs for purposes of examination, test or analysis

Lo Of oo is hereby licensed to
manufacture the drugs specified below for purposes of examination, test or analysis

2. This licence is subject to the conditions prescribed in Part VII of the Drugs and
Cosmetics Rules, 1945.

3. Thislicence shall be in force from one year from date specified below.

Names of drugs

Date.......oevvviiiiie Licensing Authority........

FORM 30
[See Rule 90]
Application for licence to manufacture drugs for purposes of examination, test or analysis

L Of v, by occupation.............
.................. hereby apply for licence to manufacture the drugs specified below for purposes
of examination test or analySiSal..........c.ocvveiiiiiieinnennn. and | undertake to comply with
the conditions applicable to the licence.
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Names of Drugs

Date......cooovvviiiiiiien Sgnature...........oooviiiieinnnn.
FORM 31
[See Rule 139]
Application for grant or renewal of al[ licence to manufacture cosmetics for sale for
distribution.]
LI/We. i, (o] hereby apply for grant / renewal of
a licence to manufacture on the premises sSituated at.............ccccvieieiennnen the following
cosmetics:-

2. NAME Of COSMELICS. .. ot eet e et et et eaeens

4. A fee of rupees .........ccoeeviiiiiiiiiennnn. has been credited to Government under
head of aCCOUNL..........c.vie i

Date......ccoovvvviiiiiin, Sgnature..........cooeevininnnn.

Note:—The application should be accompanied by plan of the premises.

[FORM 31-A
[See Rule 138-A]
Application for grant or renewal of loan’] licence to manufacture cosmetics for sale or for
distribution]
LI/ We i, (o] hereby apply for grant /
renewal of a loan licence to manufacture cosmetics for sale on the premises situated
A Clo..cooiiiiiiiiiiii e TRE TOllOWING

cosmetics:--
2. NaAMES Of COSMELICS. ...t vet ettt enes

3. The names, qualifications and experience of the expert shall actually connected with
the manufacture and testing of the specified products in the manufacturing premises.

! Subs. by G.O.I. Natification No. GSR 788(E) dt 10.10.1985.
%Ins. by G.O.I. Notification No. GSR 444 dtd 28-4-1973.
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4.] /Weenclose

a) A true copy of a letter from me / us to the manufacture concern whose
manufacturing capacity is intended to be utilized by me/ us.

b) A true copy of aletter from the manufacturing concern that they agree to lend
the services of their competent technical staff, equipment and premises for the
manufacture of each item required by me / us and that they shall maintain the
registers of raw materials and finished products separately in this behalf.

c) Specimen of labels, cartons of the drugs proposed to be manufactured.

B ATEROf RS e, has been credited to Government under
thehead of aCCOUME. ..o,

FORM 32
[See Rule 140]

' Licence to manufacture cosmetics for sale or for distribution]

Number of Licenceand date of iSsUe.........cooveeeveiiiiiiinninnn..

Lo is hereby licensed to manufacture on the premises situated
| U the following cosmetics under the supervision of the following technical

a) Names of cosmetics.
b) Names of technical staff

2. Enter here the name and address of the manufacturing concern where the
manufacture will be actually carried out and also their licence number.

2. Thelicence shal beinforcefrom........cccovveveiiiiiiininnn.. 10

3. The licence is subject to the conditions stated below and to such other conditions as
may be specified in the Drugs and Cosmetics Rules, 1945.

Date......ccovvvviiiiiiin Sgnature...................
Designation.................

YIns. by G.O.I. Notification No. GSR 788 (E) 10.10.1985.
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Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. If the licensee wants to manufacture for sale of additional items he should apply to
the Licensing Authority for necessary endorsement to the licence as provided in
rule 138 (3). This licence shall be deemed to extend to the cosmetics so endorsed.

!4 The licensee shall inform the Licensing Authority in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change
in the constitution of the firm takes place, the current licence shall be deemed to be
valid for a maximum period of three months from the date on which the change takes
place unless, in the meantime, a fresh licence has been taken from the Licensing
Authority in the name of the form with the changed constitution.

FORM 32-A
[See Rule 139-B]
Loan [ Licence to manufacture cosmetics for sale or for distribution]

1. Number of Licence and date of issue

2 Of oo is hereby granted a loan
licence to manufacture the following cosmetics on the premises situated
| S ClO. e, under the direction and personal

supervision of the following technical staff: -

a) Names of technical staff.

b) Names of cosmetics.

3. The licence shall remainin forcefrom..................... t0...ciiiene

4. The licence is subject to the conditions stated below and to such other conditions as
are specified in the rules for the time being in force under the Drugs and Cosmetics Act, 1940.

Date.......ocoovviviiiinnnn. Sgnature...............
Designation...........

Yins.by G.O.I. Notification No. S.0. 903 dtd 28-2-1976.
Ans. by G.O.I. Notification No.GSR 444 dtd 28-4-1973.
4ns. by G.O.l. Notification No. GSR 788 (E) 10.10.1985.
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Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the technical staff shall be forthwith reported to the Licensing
Authority.

3. If the licensee wants to manufacture for sale additional items he should apply to the
Licensing Authority for the necessary endorsement to the licence as provided in
rule 138-A (5). This licence shal be deemed to extend to the cosmetics so

endorsed.
FORM 33
[See Rule 141]
Certificate of renewal of loan licence to manufacture Cosmetics for sale
1. Certified that licence NO....cvvveennnnn granted on the

.............................. t0.................for the manufacture for sale of the following
cosmetics a  the premises Situated at.................. has been  renewed
from......................and shall expireon................c.ccoeeviene

1. Names of cosmetics
2. Names of technical staff

Date.......cocoveiiiee Sgnature..........cooceveeiieinn
Designation.......................
'FORM 33-A
[See Rule 141-A]
Certificate of renewal of loan licence to manufacture Cosmetic for sale
1. Certified that loan licence NoO.................. granted on  the
.................. t0....cooivviiiiiie e for the manufacture for sale of the following
cosmetics at the premises situated at C/0.................ceeevevviennnee......has been renewed
from......ccooeivi (o J

1. Namesof cosmetics.
2. Names of technica staff.

Date......cocovvviiiiiiie, Sgnature............ooeenn
Designation....................

Yins. by G.O.I. Notification No.GSR 444 ditd 28-4-1973.
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FORM 34
[See Rules 131 and 150]
Certificate of test or analysis of cosmetic by the Central Drugs Laboratory or
the Government Analyst

1. Name of the officer or Inspector from whom received..........................

2. Seid number and date  of the Officer’'s  / Inspector’'s

MEMOTaNAUM. .. ..o e et eeen
3. Numberof sample...........ccoooiiiiiiiiiii,
4. Dateof receipt.........ccoviiiiiiiii i,
5. Name of the Cosmetic purporting to be contained
SAMPI .
6. Condition of sealson the l[packet or on portion of sample or container]
7. Results of test or analysis:--

The sample of cosmetics—
(a) contains a prescribed colour only
does not contain a prescribed colour.

(b) does not contain harmful ingredients
contains harmful ingredients

(c) conforms to claims made on the label as
to the nature and quality of the cosmetic
does not conform to claims made on the label as to the nature
nature and quality of the cosmetic

Ad) containsSnNOt MOrethan............oveeeeeeeeeeeeeeennnnn. parts per
millionof Leadand..............cccooooii i, parts per
MIlIION Of ArSENIC. ... e e
containsmorethan................cooovie e e, parts per
millionof Leadand ..................ccooiiiiiin e parts per

million of Arsenic.].

Date.......oovvviiiiiieinen Director,

Central Drugs Laboratory / Government Analyst

'Subs. by G.O.I. Notification No. GSR 59(E) dt 7.2.1995.
2Subs. by G.O.I. Notification No. GSR 510(E) dt 26.7.1982.
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'FORM 35
qSee Rule 65, 67-G, 74, 7T4A, 74B, 78A, 85H, 142 and 142-A, 158 and 158A]
Formin which the Inspection Book shall be maintained

(A) The cover of the Inspection Book shall contain the following particulars, namely--

1. Thenameand address of the Licensee............coooevviiii i ieninnnn.
2. Licence number and the date upto which the licence isvalid............................

(B) (i) The pages of the Inspection Book shall be serially numbered and duly stamped
by the Licensing Authority. The pages, other than thefirst and the last pages, shall
have the following particulars:--

Name and designation of the Inspector who inspects the premises of the Licensee:-
Date of Inspection................
Observations of the Inspector................

Sgnature of the Inspector

(i) The first and last pages of the Inspection Book shall be endorsed by the Licensing
Authority with the following words, namely--
Inspection Book maintained by M/s.................cooiiiinn,

Situated at.........ccovveiviiinnnn for licensenumber.............co.ccooiiiiiiin .
INFOrM... .o under the Drugs and Cosmetics
Rules

Seal and Signature of the Licensing Authority

Notes : (i) Printed copy of the Inspection Book may be obtained by the licensee from
the Licensing Authority on payment.
(i) The Inspection Book shall be maintained at the premises of the Licensee.
(iif) The observations made by the Drug Inspector shal be in triplicate. The
original copy shall be retained in the Inspection Book to be maintained in the
premises of the Licence. The duplicate copy shall be sent to the Licensing
Authority. The triplicate copy shall be taken as record by the Inspector.

YIns. by G.O.I. Notification No.F.1-14/68-D, dtd 26.10.1968.
2Subs. by G.O.I. Notification No. GSR 331(E) dt 8.5.1984.
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'FORM 36
[See Rule 150-B]

Application for grant or renewal of approval for carrying out tests
on drugs/ cosmeticsor raw materials used in the manufacture ther eof
on behalf of licensees for manufacture for sale of drugs/ cosmetics

@ 1/ We ..

apply for the grant or renewal of approval for carrying out tests hereby, apply for the grant or
renewa of approval for carrying out tests of identity, purity, quality and strength on the
following categories of drugs / items of cosmetics or raw materials used in the manufacture
thereof on behalf of licensees for manufacture for sale of drugs/ cosmetics.
(2) *Categories of drugs, items of cosmetics--
(&) Drugs other than those specified in Schedule C and C (1) and also excluding
Homoeopathic Drugs.-—-

Eal S

o U

Crude vegetable drugs.

Mechanical contraceptives

Surgical dressings

Drugs requiring the use of ultravoilet / Infra Red Spectrophotometer
or Chromatography.

Disinfectants

Other drugs

(b) Drugs specified in Schedule C and C (1) —

1.

8.

Noa,rwWN

Sera, Vaccines, Antigens, Toxins, Antitoxins, Toxoids,
Bacteriophages and similar Immunologica Products.

Antibiotics.

Vitamins.

Parenteral preparations.

Sterilized surgical ligature / suture.

Drugs requiring the use of animals for their test.

Drugs requiring the use of Ultravoilet/ Infra Red/ Spectrophotometer
or Chromatography.

Other drugs.

(c) Homoeopathic drugs.
(d) Cosmetics

(3) Name, qualifications and experience of expert staff employed for testing and the
person-in-charge of testing.

* Delete whichever is not applicable

'Insby G.O.l. Notification No.X. 11014/7/76-D&MS, dtd 23-8-1977.
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(4) List of testing equipments provided.

(5) I / We enclose a plan of the testing premises showing the location and area of the
different sections thereof.

(6) An inspection fee of TUPEES.......covviviiiiiii has been credited to
Government under Head of Account..............ccccovvvvieniiinnns

FORM 37
[See Rule 150-C]
Approval for carrying out tests on drugs/ cosmetics and raw materials used in their
manufacture on behalf of licensees for manufacture for sale of drugs/ cosmetics

Number of approval and date of issue:

(1) Approva is hereby granted t0..........ccooviiiiiiiiiii e for carrying out
tests for identity, purity, quality and strength on the folowing categories of drugs/items of
cosmetics and the raw materials used in the manufacture thereof on the premises

(2) Names of ‘{competent technical staff] employed for testing and the persorvin-
charge of testing.

(3) The approval shall beinforcefrom............................ (0 FOUTT

(4) The approval is subject to the conditions stated below and such other conditions as
may be specified in the rules for the time being in force under the Act.

Date......coovvvviiiiinnn, Sgnature..........oooeieiiinnn.
Designation...............ccoveenes

'Subs. by G.O.1. Notification No. GSR 231(E) dt 4.6.199.
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Conditions of Approval

(1) Thisapproval and any certificate of renewal in Form 38 shall be kept in the approved
premises and shall be produced at the request of the Inspectors appointed under the
Act.

(2) If the approved institution wishes to undertake during the currency of the approval
the testing of any other category of drugs or items of cosmetics it should apply to the
approving authority for necessary endorsement meant as provided in rule 150-B.
This approval will be deemed to extend to the item so endorsed.

(3) Any change in the analytical staff or in the person-in-charge of the testing shall be
forthwith to the approving authority.

'[(4) The approved institution shall inform the approving authority in writing in the event
of any change of the constitution of the institution operating under this Form. Where
any change in the constitution of the institution takes place, the current approval shall
be deemed to be valid for a maximum period of three months from the date on which
the change takes place unless in the meantime, a fresh approval has been taken from
the approving authority in the name of the institution with the changed constitution.]

FORM 38
[See Rule 150-J]

Certificate of renewal of approval for carrying out tests on drugs/ cosmetics and raw
materials used un the manufacture thereof on behalf of licensees for manufacture for sale of
drugs/ cosmetics

(1) Certified that approva number....................... granted on the
....................................... for carrying out tests of identity, purity, quality and strength
on the following categories of drugs / items of cosmetics and the raw materials used in the
manufacture thereof at the premises situated at...............ccovvviiiiiiviieeievennne.nh@s
been renewed from..................co (0 T

LIns. by G.O.I. Notification No. GSR 681(E) dt 5.12.1980.
2Subs. by G.O.I. Notification No. GSR 231(E) dt 4.6.1996
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Date.........ccovvvvvennnn. Sgnature....................
Designation.................

FORM 39
[See Rule 150-E (f)]
Report of test or analysis by approved institution

(1) Name of the manufacturer from whom sample received together with his
manufacturing licence number under the Act and under the Rules made thereunder.

(2) Reference number and date of the letter from the manufacturer under which the
sample was forwarded.

(3) Date of receipt of the sample.

(4) Name of drug / cosmetics / raw material / final product in bulk / final product (in
finished pack)* as obtained from the manufacturer.

(@ Origina manufacturer’s name (in the case of raw materials and drugs repacked).
(b) Batch number.

![(c)Batch size as represented by sample].

(d) Date of manufacture, if any.

(e) Date of expiry, if any.

(6) Results of test or analysis with protocols of test or analysis applied.
In the opinion of the undersigned, the sample referred to above is *of standard

quality/is not of standard quality as defined in the Act and the Rules made thereunder for the
reasons given below.

Sgnature of Person-in-charge of testing

Note- Final product includes repacked material.
*Delete whichever is not applicable

ISubs. by G.O.I. Notification No.GSR 681(E) dt 6.6.1988.
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*Form 40

[See rule 24-A]

Application for issue of Registration Certification for import of drugsinto India under the
Drugs and Cosmetics Rules 1945.

I/We

(Nameand full address) hereby apply for the grant of

Registration Certificate for the manufacturer, M/s. (full address
with telephone, fax and E-mail address of the foreign manufacturer) for his premises, and
manufactured drugs meant for import into India.

1

Names of drugs for registration.
@
2
©)

I/We enclose herewith the information and undertakings specified in Schedule
D (1) and Schedule D (Il) duly signed by the manufacturer for grant of
Registration Certificate for the premises stated below.

A fee of for registration of premises, the particulars of
which are given below, of the manufacturer has been credited to the
Government under the Head of Account “0210-Medical and Public Health,
04-Public Hedth, 104-Fees and Fines under Drugs and Cosmetics Rules, 1945
— Central vide Challan No. dated, (attached in original).

A fee of for registration of the drugs for import as
specified at Serial No.2 above has been credited to the Government under the
Head of Account “0210-Medical and Public Health, 04-Public Health, 104-
Fees and Fines’ under the Drugs and Cosmetics Rules, 1945 — Central vide
Challan No. , dated . (attached original).

Particulars of premises to be registered where manufacture is carried on:

* Ins. by G.O.1. Notification G.S.R. N0.604(E) dt. 24-8-2001 w.e.f. 1-1-2003.
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Address (es)
Telephone No.
Fax

E-mail

I/We undertake to comply with all terms and conditions required to obtain Registration
Certificate and to keep it valid during its validity period.

PLACE

DATE

Signature
Name
Designation

Seal/Stamp of manufacturer or his authorized
Agent in India

(Note: - In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is
to be enclosed).

*Form No. 41
[Seerule 27-A]

Reqistration Certificate

Registration Certificate to be issued for import of drugs into India under Drugs and
Cosmetics Rules, 1945.

Registration Certificate No. Date

M/s (Name and full address of registered
office) having factory
premises at (full address) has been

registered under rule 27-A as a manufacturer and is hereby issued this Registration
Certificate.

2. Name (s) of drugs which many be imported under this Registration Certificate:
D
2
©)

* |ns. by G.O.l. Notification G.S.R. No.604(E) dt. 24-8-2001 w.ef. 1-1-2003
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This Registration Certificate shall be in force from to
unlessit is sooner suspended or cancelled under the rules.

This Registration Certificate is issued through the office of the manufacturer
or hisauthorized agent in IndiaM/s .............coooiiiii s (name and
full address) who will be responsible for the business activities of the
manufacturer, in Indiain all respects.

This Registration Certificate is subject to the conditions, stated below and to

such other conditions as may be specified in the Act and the rules, from time
to time.

LICENSING AUTHORITY
Sed / Stamp

Conditions of the Registration Certificate

The Registration Certificate shall be displayed at a prominent place by the
authorized agent.

No drug shall be registered unless it has a free sale approval in the country of
origin, and/or in other major countries.

The manufacturer or his authorized agent in India shal comply with the
conditions of the import licence issued under the Drugs and Cosmetics Rules,
1945,

The manufacturer or his authorised agent in India shall inform the licensing
authority forthwith in the event of any administrative action taken due to
adverse reaction, viz. market withdrawal, regulatory restrictions, or
cancellation of authorization, and/or not of standard quality report of any drug
pertaining to this Registration Certificate declared by the Regulatory Authority
of the country or origin or by any Regulatory Authority of any other country,
where the drug is marketed/sold or distributed.

The dispatch and marketing of the drug in such cases shall be stopped
immediately, and the licensing authority shall be informed immediately.
Further action in respect of such stopped marketing of drug shall be followed
as per the direction of the licensing authority. In such cases, action equivalent
to that taken with reference to the concerned drug in the country of origin or in
the country of marketing shall be followed in India also, in consultation with
the licensing authority. The licensing authority may, however, direct any
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further modification to this course of action, including the withdrawal of the
drug from Indian market within 48 hours time period.

The manufacturer or his authorized agent in India shall inform the licensing
authority within 30 days in writing in the vent of any change in manufacturing
process, or in packaging, or in labeling or in testing, or in documentation of
any of the drug pertaining to this Registration Certificate.

In such cases, where there shal be any major change/modification in
manufacturing or in processing or in testing, or in documentation as the case
may be, at the discretion of the licensing authority, the manufacturer or his
authorized agent in India shall obtain necessary approva within 30 days by
submitting a separate application along with the registration fee, as specified
in clause (i) of sub rule (3) of rule 24-A.

The manufacturer o his authorized agent in India shall inform the licensing
authority immediately in writing in the event or any change in the constitution
of the firm and / or address of the registered office / factory premises operating
under this Registration Certificate. Where any such change in the constitution
of the firm and/or address takes place, the current Registration Certificate shall
be deemed to be valid for a maximum period of three months from the date on
which the change has taken place unless, in the meantime, a fresh Registration
Certificate has been taken from the licensing authority in the name of the firm
with the changed constitution of the firm and/or changed address of the
registered office or factory premises.

( Forms 40 to 43 pertaining to Ayurveda, Siddha and Unani drugs replaced by Forms

No0s.47 to 50.)

**FORM 44
[See rules 122A, 122B, 122D and 122 DA]

Application for grant of permission to import or manufacture a New Drug or to
undertake clinical trial.

.................................................................. of M/s.

.............................. (address) hereby apply for grant of permission for

import and/or clinical trial or for approval to manufacture a new drug or fixed dose
combination or subsequent permission for already approved new drug. The necessary
information / dateis given below :

**Forms 44 to 46 A inserted as per G.O.l. Notification No.G.S.R.900 (E) dt. 12.12.2001.
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1. Particulars of New Drug :
(1) Name of the drug :
(2) Dosage Form :
(3) Composition of the formulation :
(4) Test specification :
(i) active ingredients :
(in)inactive ingredients :
(5) Pharmacological classification of the drug :
(6) Indications for which proposed to be used :
(7) Manufacturer of the raw material (bulk drug substances)
(8) Patent status of the drug.

2. Data submitted along with the application (as per Schedule Y with indexing and page
numbers:)

A. Permission to market a new drug -
(1) Chemical and Pharmaceutical information
(2) Animal Pharmacology
(3) Animal Toxicology
(4) Human / Clinical Pharmacology (Phase 1)
(5) Exploratory Clinical Trias (Phase Il)
(6) Confirmatory Clinical Trias (Phase I11) (including published review articles)
(7) Bio-availability, dissolution and stability study Data
(8) Regulatory statusin other countries
(9) Marketing information :
(a) Proposed product monograph
(b) Drafts of labels and cartons

(10) Application for test license

B. Subsequent approval / permission for manufacture of already approved new drug :
(a) Formulation:
(2) Bio-availahility / bio-equivalence protocol
(2) Name of the investigator/center
(3) Source of raw material (bulk drug substances) and stability study data.

(b)Raw materia (bulk drug substances)

(1) Manufacturing method

(2) Quality control parameters and/or analytical specification, stability report.
(3) Animal toxicity data.

C. Approval / Permission for fixed dose combination:
(1) Therapeutic Justification.
(authentic literature in pre-reviewed journal s/text books)
(2) Data on pharmacokinetics / pharmacodynamics combination.
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(3) Any other data generated by the applicant on the safety and efficacy of the
combination.

D. Subsequent Approval or approval for new indication — new dosage form
(1) Number and date of Approval / permission aready granted.
(2) Therapeutic justification for new claim / modified dosage form
(3) Data generated on safety, efficacy and quality parameters.

A total fee Of rupees........c.cooviiiiii i, (inwords).........ccovvvennnee. ) has been
credited to the Government under the Head of Account ...................... (Photocopy of
receipt is enclosed).
Dated :..... Signature ..........cooeiiiiininns
Designation .............
FORM 45

[Seerules 122 A, 122 D and 122 DA]
Permission to import Finished Formulation of the New Drug.

Number of the permission and date of issue

(address) is hereby permitted to import the following new drug formulation under rule
122 A / 122 D/ 122 DA of the Drugs and Cosmetics Rules 1945.

(1) Name of the New Drug :
(2) Dosage form :

(3) Composition :

(4) Indications :

Dated .............. Signature...........o.oeeeneen.

Name and designation
of Licensing Authority ............

Conditions for Grant of Approval / Permission.

(1) The formulation shall conform to the specifications approved by the Licensing
Authority.

(2) The proper name of the drug shall be printed or written in indelible ink and shall
appear in a more conspicuous manner than the trade name, if any, which shall be
shown immediately after or under the proper name on the label of the innermost
container of the drug or every other covering in which the container is packed.
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(4)

©)

(6)

(1)
(8)

©)
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The label of the innermost container of the drug and every other covering in which
the container is packed shall bear a conspicuous red vertica line on the left side
running throughout the body of the label which shall not be less than 1 mm in width
and without disturbing the other conditions printed on the label to depict it is
prescription drug.

The label on the immediate container of the drug as well as the packing in which the
container is enclosed should contain the following warning:

“WARNING : Tobesold by retail on theprescriptionof a............... Only.”
Post marketing surveillance study shall be conducted during initial period of two
years of marketing of the new drug formulation, after getting the protocol and the
names of the investigator duly approved by the Licensing Authority.

All reported adverse reactions related to the drug shall be intimated to the Drugs
Controller, India and Licensing Authority and regulatory action resulting from their
review should be complied with.

No claims except those mentioned above shall be made for the drug without the prior
approval of the Licensing Authority.

Specimen of the carton, labels, package insert that will be adopted for marketing the
drug in the country shall be got approved from the Licensing Authority before the
drugs is marketed.

Each consignment of imported drug shall be acconpanied by atest/analysis report.

FORM 45 A
[Seerules 122 A and 122 DA]

Permission to import raw material (new bulk drug substance)

Number of the permission and date Of ISSUE ... ......cooiriiii e

is hereby permitted to import the following raw material (new bulk drug substances)
under rule 122 A / 122DA of the Drugs and Cosmetics Rules, 1945, namely :-

Name of the raw material (new bulk drug substances) :

Name and Designation of the Licensing
Authority.



293

Conditions for Grant of Approval / Permission

(1) The raw materia (new bulk drug substance) shall conform to the test specifications
as approved by the Licensing Authority.

(2) For manufacture of raw material (new bulk drug substance) or its formulation in the
country, separate approval under rule 122-B shall be obtained from the Licensing
Authority.

(3) The permission to import shall not be used to convey or imply that theraw  material
(new bulk drug) is categorized as “life saving or essential drug.”

FORM 46
[See Rules 122 B, 122 D and 122 DA]

Permission / Approval for manufacture of new drug formulation.

Number of permission and date of issue................... MIS. of
.......................................... (address) is hereby granted Permission / Approval to
manufacture following new drug formulation under rule 122 B / 122 D / 122 DA of the
Drugs and Cosmetics Rules, 1945, namely -

(1) Nameof the formulation:
(2) Dosage form:
(3) Composition:
(4) Indications:

Signature ........oooeeie i,
Dae: ................. Name and designation of Licensing Authority

Conditions for Grant of Approval / Permission.

(1) The formulation shall conform to the specifications approved by the Licensing
Authority.

(2) The proper name of the drug shall be printed or written in indelible ink and shall
appear in a more conspicuous manner than the trade name, if any, which shdl be
shown immediately after or under the proper name on the label of he innermost
container of the drug or every other covering in which the container is packed.

(3) The label of the innermost container of the drug and every other covering in which
the container is packed shall bear a conspicuous red vertical line on the left side
running throughout the body of the label which shall not be less than 1 mm in width
and without disturbing the other conditions printed on the label to depict it is
prescription drug.

(4) The label on the immediate container of the drug as well s the packing in which the
container is enclosed should contain the following warning:

“WARNING : To be sold by retail on the prescriptionof a................ only”
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(5) Post marketing surveillance study shall be conducted during initial period of two
years of marketing of the new drug formulation, after getting the protocol and the
names of the investigator duly approved by the Licensing Authority.

(6) All reported adverse reactions related to the drug shall be intimated to the Drugs
Controller, India and Licensing Authority and regulatory action resulting from their
review should be complied with.

(7) No claims except those mentioned above shall be made for the drug without the prior
gpproval of the Licensing Authority.

(8) Specimen of the carton, labels, package insert that will be adopted for marketing the
drug in the country shall be got approved from the Licensing Authority before the
drug is marketed.

FORM 46 A
[Seerules 122 B and 122 DA)

Name of the permission / approval and date of issue .............coevveiiiiiinnnn ..
Permission / Approval for manufacture of raw material (new bulk drug substance)

MIS. Of e (address) is hereby granted
Permission / Approval to manufacture the following raw material (new bulk drug
substance) under rule 122 B / 122 DA of the Drugs and Cosmetics Rules, 1945.

Name of the raw material (new bulk drug substance)

(D) e
(D) e
(B) e
Dated ..........cceevivinnes Signature .......oeeeveiiiiiee,
Name and designation of Licensing
Authority

Conditions for Grant of Permission / Approval

(1) The raw material (new bulk drug substance) shall conform to the specifications
approved by the Licensing Authority.

(2) The raw material (new bulk drug substance) can be sold to only those manufacturers
who have permission, in writing, from Licensing Authority, either to use the
drug for development purpose/clinical tria-bio-equivalence study or to manufacture
the formulation.

(3) For manufacture of the formulation in the country, separate approval under rule 122-
B shall be obtained from the Licensing Authority.



295

[**FORM 47
[See rule 160 A]

Application for grant or renewal of approval for carrying out tests on Ayurvedic, Sddha
and Unani drugs or raw materials used in the manufacture thereof on behalf of licensees
for manufacture for sale of Ayurv edic, Sddha and Unani drugs.

(D) *DVWe ..o of . : . hereby apply for the
grant / renewal of approval for carrying out t&cts of |dent|ty, purlty, quality and strength
on the following categories of Ayurvedic Siddha and Unani drugs or raw materials used
in the manufacture thereof on behalf of licensee for manufacture for sale of Ayurvedic,
Siddhaand Unani drugs.

(2)* Categories of Ayurvedic, Siddha and Unani drugs other than those specified
in the First schedule to this Act for which testing will be carried out :

AYURVEDA AND SIDDHA UNANI
1. Asavaand Arista 1 Nabeez, Khal (Sirka)
2. ArkaTinir 2. Magjoon and its sub-categories
Itrifal, Jawarish, Khameera,
Laoog, Halwa
3. Avaehaand Paka-llakam 3 Sufoof, Zuroor, Sunoon.
4. Kavatha CurnaKutinir Curanam 4 Namak, Khar
5. Guggulu 5 Raughan
6. GhritaNey 6 Zimad
7  Churna-Curanam 7 Habb (Fill)
8. Tala-Tallam 8 Shiyaf
9. DravakaTiravakam 9 Quitoor (drops)
10. LavanaUppu 10 Kohal (Surma), Kajal
11. Kshara-Saram 11. Satt, Usara
12. Lepa-Pacai 12. Kushta
13. Vati, GutikaKulikai 13 Joshanda (Single drugs)
14. Varti 14 Sharbat Sikanjabeen
15. Netrabindu (Aschyotan) 15 Sayyal, Arq (Distillates)
16. Anjana-Kanmai 16 Qurs (Tablet)
17. Sattva-Sattu 17 Marham, Qairooti
18. Kupipakva RasayanaKuppi Centuram 18. Humool, Furzaja
19. Parpati 19. Bakhoor
20. Pishti 20. Nabati Advia
21. Bhasma-Parpam 21. Maadni Advia
22. Mandura-Atai kutinir 22. Asad Advia

**|ns. by G.O.l. Notification G.S.R. No.701(E) dt. 27-9-2001 and subs.by G.O.l. Natification
No0.G.S.R.73(E) dt31.01.2003.
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23. Rasayoga-Centuram 23. Haiwani Advia
24. Lauha 24.  Jauhar
25. Ghana Sattva 25. Natool
26. Kvath Pravahi- Kutinir 26. Nashoog,Naswar
27. Panak (Syrup)-Manappaku 27.  Shamoom
28. Tablet-Mattirai 28.  Saoot (Nasal drops)
29. Capsule 29. Mazoogh
30.  OintmentKalimapu 30. Tila
31. Phalavarti 31 Lashooq
32. Dhoomravarti/Doopan 32.  Gulgand
33. Kshar SutralKshar Varti 33. Fateda
34. Singledrugs: 34. Ghaza, Utban, Sabagh
(a) Plant based
(b) Minera based
(c) Metal based
(d) Animal based
(e) Synthetic

(f) Any other Ayurvedic, Siddha,
Unani formulation

35. Pushp (Phool) 35. Capsule
36. Nasya 36. Hugna
37. Swarasa (Fresh juice) 37. Naurah
38. KarnaBindu (Ear drops) 38. Latook

39. Any other dosage of patent and 39. Vagoor (Throat paint)
Proprietary and Ayurvedic, Siddha,
Unani Drug
40. Mazmazah (Mouth washer)

(3 Names, qualifications experience of experts employed for testing and the person-
in-charge of testing.

4 List of testing equipment provided.

(5) *I/We enclose a plan of the testing premises showing the location and area of the
different sections thereof.

(6) An inspection fee of rupees .............c.ccenenes has been credited to Government
under the head of aCCOUNL. ..o e
Signature .............ooeene

Full address of the Applicant

*Delete whichever is not applicable.
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[**FORM 48
(S= Rule 160 B)

Approval for carrying out tests or analysis on Ayurvedic, Sddha and Unani drugs
or raw materials used in the manufacture thereof on behalf of licensees for manufacture
for sale of Ayurvedic, Sddha and Unani drugs

Number of approval and date of issue:

(1) Approval is hereby granted t0 ...........cocoevieiiiiiiii i for carrying out
tests in identity, purity, quality and strength on the following categories of Ayurvedic,
Siddha or Unani drugs and the raw materials used in the manufacture thereof on the
premiseSSituated @l .......c..vvie i

Categories of Ayurvedic, Siddha and Unani drugs.

(2) Name of experts employed for testing and the persor-in-charge of testing ........
................................................... (experts)and ............... (person in charge).

(3) The approval shall beinforcefrom ....................... 10

(4) The approva is subject to the conditions stated below and such other conditions as
may be specified in the rules for the time being in force under the Act.

Date........cocevvienns Sgnature .........cooeeeeniien
Place .......ccoveene Designation ......................
Seal of Sate Licensing Authority

Conditions of Approval

(@) The approval and any certificate of renewal in Form 42 shall be displayed in the
approved premises and shall be produced in the request of the Inspectors
appointed under the Act.

2 If the applicant wishes to undertake during the currency of the approval the testing
of any other category of Ayurvedic, Siddha or Unani drugs it should apply to the
approving authority for necessary endorsement as provided in Rule 160A, this
approval will be deemed to extend to the items so endorsed.

3 Any change in the experts or in the person in-charge of the testing shall be
forthwith reported to the approving authority.

** |ns. by G.O.l. Natification G.S.R. No.702(E) dt. 27-9-2001 and subs.by G.O.l. Notification
No0.G.S.R.73(E) dt31.01.2003.
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4 The applicant shall inform the approving authority in writing in the event of any
change of the constitution of the laboratory operating under this Form. Where any
change in the constitution of the laboratory takes place, the current approval shall
be deemed to be valid for a maximum period of three months from the date on
which the change takes place unless in the meantime, a fresh approval has been
taken from the approving authority in the name of the laboratory with the changed
condtitution.]

[**Form 49
(Seerule 1601)
Certified of renewal for carrying out tests of analysis on Ayurvedic Sddha or Unani
drugs of raw materials used in the manufacture thereof on behalf of licensees for
manufacture for sale of Ayurvedic, Sddha or Unani drugs.

(1) Certified that approval number ....................... granted on the ......... day
of o, 2001 for carrying out tests of identity, purity, quality and strength on the
following categories of Ayurvedic, Siddha or Unani, dugs and the raw materials used in
the manufacture thereof at the premises situated &t .............ccceeeenneee has been
renewed from .................... [{ I (Date).

Catagories of Ayurvedic, Siddha or Unani drugs

(2) Names of experts and the person-in-charge of testing ............. (experts) and
......................................... (persorrin-charge).

Date: ........cccuv.e. Sgnature .........ccceeeenenene.
Place: ............... Designation...................
Seal of State Licensing Authority ]

[**FORM 50
(See Rule 160 D(f))

Report of test analysis by approved Laboratory

** |ns. by G.O.l. Notification G.S.R. No.701(E) dt. 27-9-2001 and subs.by G.O.I. Naotification
No.G.S.R.73(E) dt31.01.2003.
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(1) Name of manufacturer from which sample received together with his
manufacturing license number under the Act or the rules made thereunder,

(2) Reference number and date of the letter from the manufacturer under which the
same was forwarded.

(4) Name of Ayurvedic, Siddha and Unani drug of raw material purporting to be
contained in the sample.

(5) Details of raw material of final product (in bulk finished pack)* as obtained
from the manufacturer:

(& Original manufacturer’s name in the case of raw materials and drugs packed

(b) Batchnumber ...

(c) Batchsizeasrepresented by sample...........c.oovvviiiiiiinnnis
(d) Dateof manufacture, if @ny ..........coooeiiiiiiiiiiiiie e,

(6)Results of test or analysis with protocols of test or analysis applied or as per
Ayurvedic, Siddha or Unani Pharmacopocia standards.

(7) Other specific tests for identity, purity, quality and strength of Patent and
Proprietary drugs.

In the opinion of the undersigned, the sample referred
to aboveisof standard *quality / is not standards quality
as defined in the Act or the rules made thereunder for the
reasons given below

Date: (FNO. oo )

Pace: Name & Designation & Seal .............cooovvvvvvnenn.n.
Name & Address of the Laboratory ..........................
LicenceNO. ....ovvveiiiiiiiiei e

Note : Final product includes repacked material.
* Delete whichever is not applicable.]
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**SCHEDULE B”
[Seerules 7 & 48)

Fees for test or analysis by the Central Drugs Laboratories or Sate Drugs Laboratories :

1. Feesfor test and assay of Drugs requiring use of animals -

Adrenaocorticotrophic hormone assay

Gonadotrophic hormone for LH activity

FSH Activity

Posterior pituitary extract or its synthetic substitute for oxytocin
activity

V asopressor activity

Insulin and insulin in combination for hypoglycaemic activity
Hyaluronidase

Glucagon

Heparin for anticoagulant activity

Protamine sulphate

Depressor or Histamine like substane

Pyrogen test

Antigenecity or foreign protein test

Abnormal or undue toxicity or safety test

Determination of Lethal doses, LDyp0r LD 54 in mice

Skin sensitivity/eye irrigation

Implantation test

2. Microbiological tests and assays-

Bioassay of Antibiotic

Microbiological assay of vitamins

Phenol coefficient

Preservatives— Microbia challenge test
Sterility test — Parenteral preparations
Surgical dressings

Syringes and needles

Transfusion and infusion sets of assemblies
Other sterile devices

3. ldentification tests -

(@ Chemica Methods

Rupees

1000
1000
1000

400

400
2000
500
2000
600
300
300
500
300
200
800
250
2000

400
300
300
2000
100
200
300
400

* Subs. by G.O.I. Notification G.S.R. No.478(E) dt. 7-8-1998.
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Microscopical
IR Spectroscopy
UV Spectroscopy
Chromotography
()  Paper

(i) Thin layer
(i) Column
(iv) GLC

(v) HPCL
(vi) Gel Filtration
Electrophoresis

(i) Paper and Cellulose acetate
(i) Polyacrylamide Gel, starch gel, agar gel

Physical tests —

Optical rotation, specific gravity, refractiveindex,
weight per ml, fluorescence.

Viscocity

pH, Solubility, loss on drying, net content, ash, sulphated
ash etc.

Absorbancy, wt/unit area (surgical), foreign matter,
extractive value, thread count etc.

Uniformity of weight

(i) Tablets

(i) Capsules

Acid value, iodine value, peroxide value,
Soponification value, acetyl value.
Disintegration tests —

() Ordinary tablets

(i) Capsule

(ii) Sugar Coated tablets
(iv) Enteric coated tablets

Dissolution test

Uniformity of content.

Wt. per unit area (powder), particle size, count, methoxy
value.

Limit test for impurities

Related substances

(i) T LC method

(A) Without reference standard
(B) With reference standard

50
150
100

100
150
100
250
500
300

200
300 each

75 each

100
20 each

30 each

15
20

100 each

20
30
50
100

250

500
200 each

100 each

150
250
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(ii) Gas Liquid Chromatography
(A) Without reference standard
(B) With reference standard

(iti)High pressure Liquid Chromatography
(A)Without reference standards
(B)With reference standards

Water (Karl Fisher)

Assays -

(a) Genera chemical methods

(b) Non-aqueous/instrumental

(c) Chromatography

0] TLC
(i) Column
(i) GLC
(iv) HPCL

(V) Gel filtration

(d) Nitrogen determination
(e) Medicinal gases

Polymorph test -

(Content of polymorph A in chloramphenicol palmitate)

Surgical sutures (Depending on number of test to be
carried)..
Other miscellaneous tests

Fees for Seraand Vaccine —

Sterility test

Abnormal toxicity test

Specific toxicity test

Inactivation test (Rabies)

Potency testing of rabies vaccine

Potency testing of pertussis fraction of DPT vaccine
Potency testing of tetanus fraction of DPT/DT/TT
vaccine

Potency testing of diphtheria Fraction of DPT/DT
vaccine.

Testing of antisera for the specific titre

Potency testing measlesyMumps/Rubellavaccine

Testing of Oral Polio Vaccine (OPV) —

250
350

500
500

200

100 for
each
ingredient

200 for
each
ingredient

250
200
350
500
400

200
400

200-500
100-500

100
400
800
200
2025
2025
2500

2700

1000
760 each
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Potency 4550

Identity 1000

Stability 800

Potency testing of Japanese Encephalitis Vaccine 3900

Potency testing of Snake 400

Venom serum for each venom
Identity testing for vaccines/sera

Céll culture (Other than OPV) 400

Other than cell culture 100
Estimation of volume/PH/total solids/No. of 50 each

organisms/Physical checking.
Estimation of total proteins/aluminium

content/phenol/formal dehyde/thiomersal/moisture. 200 each
Pyrogen testing 500
Stability test for vaccines other than Oral Polio Vaccine 4550

1l Cosmetics 400 - 1500

(The exact amount of the fee shall be determined by the
Director of Laboratory or the Government Analyst, as the

case may be).
IV  Rubber Condoms 1000
VvV  Homoeopathic medicines:
1. Identification test for raw material of botanicd origin 125
(other than assay of constituents).
2. ldentification test for raw materia of chemical origin 100
(other than assay)
3. Limit test for drugs of chemical origin 150
4.  Assay of total alkaloids or of drugs of chemical origin 100
5. ldentification test for drugs of animal origins or 100

microbiological.

6. Feesfor testing of Mother tincture, lower potencies upto 100
3xor equivalent.

7.  Determination of Biochemic drug through atomic 75
absorbance spectrophotometer.

Note:- 1For tests not listed in the Schedule, charges will be determined by the Director or  the Government
Analyst of the laboratory / ingtitute as the case may be.

2.For the tests relating to Ayurvedic, Unani and Siddha medicines, charges will be determined by the
Adviser (Indigenous System of Medicine), Director or Government Analyst of the Laboratory /
Institute, as the case may be.
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'SCHEDULE C
[See Rules 23, 61 and 76 and Part X)
Biological and Special Products

Sera
Solution of serum proteinsintended for injection.
Vaccines for parenteral injections.
Toxins.
Antigen.
Antitoxins.
Neo-arsphenamine and analogous substances used for the specific treatment of
infective diseases.
Insulin.
Putuitary (Posterior Lobe) Extract.
Adrenaline and Solutions of Salts of Adrenaline.
Antibiotics and preparations thereof in a form to be administered parenterally.]
Any other preparation which is meant for parenteral administration as such or
after being made up with a solvent or medium or any other sterile product and
which
a) requiresto be stored in arefrigerator; or
b) does not require to be stored in arefrigerator.]
Sterilized surgical ligature and sterilized surgical suture.
Bacteriophages.
Ophthalmic preparations.]
Sterile Disposable Devices for single use only.]

Amended by G.O.I. Natification No. F. 1-30/47-A, dated 5-1-1950
Amended by G.O.l. NotificationNo. F. 1-8/60-D, dated 31-8-1960
Subs. by G.O.I. Natification No. G.S.R. 487(E) dt 2.7.1984.
Amended by G.O.Il. Natification No. F. 1-14/68 D, dated 26-10-1968
Ins. by G.O.l. Natification No. G.S.R. 1242(E) dt 17.9.1979

Ins. by G.O.I. Notification No. G.S.R. 109(E) dt 22.2.1994.

SO wpNE
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ISCHEDULE C (1)
[See Rule 23, 61 and 76]
Other Special Products

1 Drugs belonging to the Digitalis groups and preparations containing drugs belonging to
the Digitalis group not in a form to be administered parentally.
2 Ergot and preparations containing Ergot not in a form to be administered parentally.
3 Adrenaline and preparations containing Adrenaline not in aform to be administered
parenteraly.
4 Fish Liver Oil and preparations containing Fish Liver Oil.
5 Vitamins and preparations containing any vitamins not in a form to be administered
parenteraly.
6 Liver extract and preparations containing liver extract not in a form to be administered
parenteraly.
7 Hormones and preparations containing Hormones not in a form to be administered
parenteraly.
8 Vaccine not in aform to be administered parenterally.
419  Antibiotics and preparations thereof not in aform to be administered parenterally.]
710  In-vitro Blood Grouping Sera.
11  In-vitro diagnostic Devices for HIV, HbsAg and HCV ]
SCHEDULED
[SeeRule 43]
Class of drugs ‘ Extent and conditions of exemption
1. Substances not intended for All provisions of Chapter 11l of the Act and
medicina use Rules thereunder subject to the conditions that if
the substance is imported in bulk, the importer
shall certify that the substance is imported for
non-medicinal uses, and if imported otherwise
than in bulk, each container shall bear a label
indicating that the substance is not intended for
medicina use or is intended for some purposes
other than medicinal use or isintended for some
purposes other than medicinal use or is of
commercial quality.
2. 3k #]
3. 3k % *]
4 4[* * 4]

'Amended under G.O.1. Notification No. F. 1-22/59-D, dated 9-4-1960

*Subs. by G.O.I. Notification No.G.S.R.487(E) dit 2-7-1984.

*Entry 2 and 3 of Schedule D omitted by G.O.1. Notification No. F.1-6/62-D dt 2-7-1969
“Entry 4 of Schedule D omitted as per GOI Notification N0.604 (E) dt 24-8-2001
®Inshy G.O.I. Notification No G,S,R, 600(E) dt 27.08.2002.
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Class of drugs Extent and conditions of exemption
5. Thefollowing substances, which  All provisions of Chapter I11 of the Act
areused both as articlesof food ~ and Rules there under.
aswdl asdrugs: --
i) All condensed or powered milk
whether pure, skimmed or
malted, fortified with vitamins
and minerals.
i) Farex, Oats, Lactose and all
other similar cereal preparations
whether fortified with vitamins or
otherwise excepting those for
parenteral use.
ii) Virol, Bovril, Chicken essence
and al other similar predigested
food.
iv) Ginger, Pepper, Cumin, Cinnamon
and al other similar spices and
condiments unless they are
specifically labelled as conform -
ing to the standards in the Indian
Pharmacopoeiaor the official
pharmacopoeias and the officia
compendia of the drug standards
prescribed under the Act and
Rules madethereunder.

**SCHEDULE D (I).
[Seerule 21 (d) and rule 24 A]

Information and undertaking required to be submitted by the manufacturer or his
authorized agent with the Application Form for Registration Certificate. The format shall
be properly filled in for each application in Form 40. The detailed information, secret in
nature, may be furnished on a Computer Floppy.

1. Particulars of the manufacturer and manufacturing premises
1.1 Name and address f the manufacturing premises (Telephone No.,
Fax No.,E- mail address) to be registered.
1.2 Name (s) and address (es) of the Proprietor /ProprietorS /Partners/ Directors.
1.3 Name and address of the authorized Agent in India, responsible for
the business of the manufacturer.

** Ins. by G.O.l. Notification G.S.R. N0.604(E) dt 24-8-2001 w.ef. 1-1-2003,
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1.4 A brief profile of the manufacturer’s business activity, in domestic as
well asglobal market.

1.5 A copy of Plant Master File (duly notarised)
1.6 A copy of Plant Registration / approva Certificate issued by the
Ministry of Heath/National Regulatory Authority of the foreign

country concerned (duly notarised)

1.7 A brief profile of the manufacturer’s research activity.

2. Particulars of the manufactured drugs to be registered under Registration
Certificate.

a

Name of drugs (Bulk/Formulations/Special product) to be registered meant
for import into and use in India.

A copy of the approved list showing the bulk drugs/formulations/special
products mentioned in 2.1 above are permitted for manufacturing /
marketing in the country of origin, (duly notarized)

A copy of Good Manufacturing Practice (GMP) certificate, as per WHO-
GMP guidelines, or Certificate of Pharmaceutical Products (CPP), issued by
the Nationa Regulatory Authority of the foreign country concerned, in
relation to the bulk drugs or formulations or special products, meant for
import into India.

The domestic prices of the drugs to be registered in India, in the currency of
the country of origin.

The name(s) of the drugs which are original research products of the
manufacturer.

3.Undertaking to declare that: -

3.1.

3.2

We shall comply with al the conditions imposed on the Registration
Certificate, read with rules 74 and 78 of the Drugs and Cosmeticsrules, 1945.

We declare that we are carrying on the manufacture of the drugs mentioned in
this Schedule, at the premises specified above, and we shall from time to time
report any change of premises on which manufacture will be carried on and in
the cases where manufacture is carried on in more than one factory any change
in the distribution of functions between the factories.
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3.4
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3.6

3.7

3.8

3.9
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We shall comply with the provisions of Part IX of the Drugs and Cosmetics
Rules, 1945.

Every drug manufactured by us for import under the Registration Certificate
into India shall be as regard strength, quality and purity conforms with the
provisions of Chapter |11 of Drugs and Cosmetics Act, 1940 and Part 1V of the
Drugs and Cosmetics Rules 1945, and their amendments from time to time.

We shall from time to time report for any change or manufacturing process, or
in packaging, or in labeling, or in testing, or in documentation of any of the
drugs, pertaining to the Registration Certificate, to be granted to us. Where
any change in respect of any of the drugs under the Registration Certificate
has taken place in respect of any of the above matters, we shal inform the
same to the licensing authority in writing within 30 days from the date of such
changes. In such cases, where there will be any major change/modification in
manufacturing or in processing or in testing, or in documentation, as the case
may be, at the discretion of the licensing authority, we shall obtain necessary
approval within 30 days by submitting a separate application, alongwith the
registration fee as specified in clause (ii) of sub rule (3) of rule 24-A.

We shall from time to time report for any administrative action taken due to
adverse reaction, viz. market withdrawal regulatory restriction, or cancellation
of authorization and/or “not of standard quality report” of any drug pertaining
to the Registration Certificate declared by any Regulatory Authority of any
country where the drug is marketed/sold or distributed. The despatch and
marketing of the drug in such cases, shall be stopped immediately and the
licensing authority shall be informed immediately. Further action in respect of
stop marketing of drug shall be taken as per the directions of the licensing
authority. In such cases, action equivaent to that taken with reference to the
concerned drug(s) in the country of origin or in the country of marketing will
be followed in India aso, in consultation with the licensing authority. The
licensing authority may direct any further modification to this course of action,
including the withdrawal of the drug from Indian market within 48 hours time
period.

We shall comply with such further requirements, if any, as may be specified,
by the Government of India, under the Act and the rules made there under.

We shall allow the licensing authority and/or any person authorized by him in
that behalf to enter and inspect the manufacturing premises and to examine the
process/procedure and documents in respect of any drug manufactured by us
for which the application for Registration Certificate has been made.

We snall alow the licensing authority or any person authorized by him in that
behalf to take samples of the drugs concerned for test, analysis or examination,
if considered necessary by the licensing authority.
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Signature of the manufacturer
Sedl / Stamp

**SCHEDULE D (I1)
(Seerule 21 (d) and rule 24 A)

Information required to be submitted by the manufacturer or his authorized agent with the
Application Form for the registration of a bulk drug/formulation/special product for its import
into India. The format shall be properly filled in and the detailed information, secret in nature,
may be furnished on a Computer Floppy.

1. GENERAL

11

12.

13.

14.

15.

1.6.

1.7.

18.

1.9.

Name of the drug/formulation/special product, a brief description and the
therapeutic class to which it belongs.

Regulatory status of the drug. Free Sale Certificate and/or Certificate of
Pharmaceutical Products (CPP) issued by the Regulatory Authority of the
country of origin. Free sale approval issued by the Regulatory Authorities of
other major countries.

Drugs Master File (DMF) for the drug to be registered (duly notarised).

GMP Certificate in WHO formats or Certificate of Pharmaceutical Products
(CPP) issued by National Regulatory Authority of the country of origin
(duly notarised).

List of countries where marketing authorization or import permission for the
said drug is granted with date (respective authorisation shall be enclosed).

List of countries where marketing authorisation or import permission for the
said drug is cancelled/withdrawn with date.

List of countries where marketing authorisation or import permission for the
said drug is pending since (date).

Domestic price of the drug in the currency followed in the country of origin.

List of countries where the said drug is patented.

** Ins. by G.O.l. Notification G.S.R. N0.604(E) dt 24-8-2001 w.ef. 1-1-2003,
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CHEMICAL AND PHARMACEUTICAL INFORMATION OF DRUGS.

21

2.2

2.3

24

2.5

2.6

2.7

2.8

2.9

2.10

211

212

2.13

Chemical name.

Code name or number, if any
Non-proprietory or generic name, if any
Structure

Physico-chemical properties.

Dosage form and its composition.
Qualitative and Quantitative composition in terms of the active
substances(s) and excipient(s)

List of active substance(s) separately from the constituent(s) of
excipients.

Specifications of active and inactive ingredient (s) including pharmacopoeal
references.

Source of active ingredient(s), name and address.
Tests for identification of the active ingredient(s),
Method of its assays and tests for impurity profile with reference standards
for the impurities (Protocol to be submitted alongwith reference standards for

the impurities / relative subgances).

Outline method and flow chart of manufacture of the bulk drug or finished
formulation or specia product.

Detailed test protocol for the drug with pharmacopoeal reference or in- house
specification as approved by the registration authority, in the country of
origin.

Stability data including accelerated stability and real time stability analysis.
Documentation on pack size.

Numerical expression on EAN bar code on the labels and cartons,

Safety documents on containers and closures.

Documentation on storage conditions.

Three samples of medicinal product/drug and outlet packing are to be
submitted with batch certificates. Additional samples as well as reference

substances with batch certificates including date of manufacture, shelf life,
and storage conditions of reference substance may be required both during



214

2.15

2.16

2.17

2.18
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registration procedure and during validity of registration decision.

Batch test reports/certificate of five consecutive production batches in details
of the medicinal product are to be submitted for every site of manufacturing
premises.

Manner of labeling as per rule 96 of the Drugs and Cosmetics Rules 1945.
Package insert.

Details of safety handling procedure of the drug.

Details of PMS study report for marketing period not exceeding five years

3. BIOLOGICAL AND BIOPHARMACEUTICAL INFORMATION OF DRUGS.

31

3.2

3.3

34

35

3.6

3.7

3.8

3.9

3.10

Biologica control tests applied on the starting material, if applicable.
Biological control tests applied on the intermediate products, if applicable.

Biological control tests applied on the finished medica products, if
applicable.

Stability of the finished products in terms of biological potency of the drug,
if applicable.

Sterility tests, if applicable, specification and protocol therein.
Pyrogen tests, if applicable, specification and protocol therein.

Acute and sub-acute toxicity tests, if applicable specification and protocol
therein.

Bio-availability studies and bio-equivalence data, if applicable.
Data relating to the environmental risk assessment for -DNA products.

Other information relevant under the section.
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PHARMACOLOGICAL AND TOXICOLOGICAL INFORMATION OF DRUGS.

Executive summary of the product is to be submitted mentioning the specific and
general pharmacological actions of the drug and pharmacokinetic studies on
absorption, metabolism, distribution and excretion. A separate note is to be given on
acute and sub-acute toxicity studies and long term toxicity studies. Specific studies
on reproductive toxicity, local toxicity and carcinogenic activity of the drug is to be
elaborated, as far as possible.

CLINICAL DOCUMENTATION

A new drug as defined under rule 122-E of the Drugs and Cosmetics Rules, 1945 is
required to be permitted separately by the licensing authority under rule 122-A of the
said rules prior to its registration. Such a new drug requires a brief summary and
clinical documentation, alongwith permission under 122-A of the said rules for its
Registration Certificate.

LABELLING AND PACKAGING INFORMATION OF DRUGS.

6.1 Labels should conform as per the specifications under the Drugs and
Cosmetics Rules 1945.

6.2 Package insert should be in English and shall indicate the following
therapeutic indications. -
Posology and method of administration

Contra-indications.

Specia warnings and specia precautions for use, if any.
Interaction with other medicaments and other forms of interaction.
Pregnancy and lactation, if contra-indicated.

Effects on ability to drive and use machines, if contra-indicated.
Undesirable effects/side effects.

Antidote for overdosing.

6.3  Packageinsert should indicate the following pharmaceutical information: -

List of excipients

Incompatibilities

Shelf life in the medical product as packaged for sale.

Shelf life after dilution or reconstitution according to direction.
Shelf life after first opening the container.

Special precautions for storage.

Nature and specification of the container.

Instructions for use/handling.
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SPECIFIC INFORMATION REQUIRED FOR THE SPECIAL PRODUCTS (o be
supplied, separately in annexure, as‘A’, ‘B’ and ‘'C’)

The information submitted above is true to the best of my knowledge and belief.

Place
Date Signature of the manufacturer
Sedl/Stamp

NB: 1. Any change in the process of manufacture, method of testing, labeling,
packing, designing of the sale pack, medical literature and documentation is
to be intimated to the licensing authority forthwith and permission to be
obtained from him within 30 days time period.

2. Information relating to Serial No.4 and Serial No.5 are not applicable for
drugs figuring in Indian Pharmacopoeia and also for the drugs figuring
in United States of Pharmacopoeia, European Pharmacopoeia, and British
Pharmacopoeia provided such drugs have aready been approved for
marketing in India for the applicant under rules 122A, 122B, 122C or
122D of the Drugs and Cosmetics Rules 1945.

ANNEXURE-A
(See Schedule D-I1, item No.7)

INFORMATION TO BE SUBMITTED IN SCHEDULE D-lI

SPECIFIC INFORMATION REQUIRED FOR THE BLOOD PRODUCTS.

A product dossier showing the: -

1

Details of source Plasma, its viral screening, storage and transport from Collection
Centres to Fractionation Centre. Regulatory status of Collection Centres.

Details of Fractionation Centre, Regulatory Status, Method of Fractionation and
Control Processes.

Details of viral inactivation process for enveloped and non-enveloped virus(es) and
viral validation studies to assess the vira load of the product. Testing of viral
screening at any stage is to be high lighted with the details of the kits used with their
respective sengitivity and specificity.

Bulk filtration prior to pharmaceutical packing giving the full details of Micro-
filtration or nanofiltration followed.

Complete details of pharmaceutical processing and utilization.
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6. Test protocol of the product showing the specification and pharmacopoeia method
followed for various testing parameters.
Specific batch test report for at least 3 batches showing the specifications of each
testing parameter.

Pack size and labdling.
Product insert.

9  Specimen Batch Release Certificate issued by the National Regulatory Authority of
the country of origin.
Specific processings like safe handling, material control, area control, pasteurization,
stability studies, storage at quarantine stage and finished stage and packaging should
be highlighted in the product dossier.

The information submitted above is true to the best of my knowledge and belief.

Place:

Date: Signature of the manufacturer
Seal / Stamp

NB: 1. Any change in the process of manufacture, method of testing, labeling,
packing, designing of the sale pack, medical literature and documentation is to
be intimated to the licensing authority forthwith and permission to be obtained
from him within 30 days time period.

ANNEXURE-B
(See Schedule D-I1, item No.7)
INFORMATION TO BE SUBMITTED IN SCHEDULE D-lI
SPECIFIC INFORMATION REQUIRED FOR THE DIAGNOSTICKITS.

A product dossier showing the :-

1. Thedetails of source antigen or antibody as the case may be and characterization
of the same. Process control of coating of antigen or antibody on the base
material like Nitrocellulose paper, strips or cards or ELISA wells etc.

Details of composition of the kit and manufacturing flow chart process of the kit
showing the specific flow diagram of individual components or source of the
individual components.

2. Test protocol of the kit showing the specifications and method of testing.
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In house evaluation report of sensitivity, specificity and stability studies carried
out by the manufacturer.

3. Thereport of evaluation in details conducted by the National Control Authority
of country of origin.

Specimen batch test report for at least consecutive 3 batches showing
specification of eachtesting parameter.

4. The detailed test report of all the components used/packed in the finished kit.
5. Pack size and labeling.
6. Product insert.

Specific evaluation report, if done by any laboratory in India, showing the
sensitivity and specificity of the kit.

Specific processing like safe handling, material control, area control, process
control, stability studies, storage at quarantine stage and finished stage,
packaging should be highlighted in the product dossier.

The information submitted above is true to the best of my knowledge and belief.

Place:

Date: Signature of the manufacturer

Sedl / Stamp

NB: 1. Any change in the process of manufacture, method of testing, labeling,
packaging, designing of the sale pack, medical literature and documentation
is to be intimated to the licensing authority forthwith and permission to be
obtained from him within 30 days time period.

ANNEXURE-C
(See Schedule D-l1, item No.7)

INFORMATION TO BE SUBMITTED IN SCHEDULE D-II
SPECIFIC INFORMATION REQUIRED FOR VACCINES.

A product dossier showing the: -

1. History, source, date of receipt, storage, identity and characterization of the seed
srain.
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Detailed flow chart of manufacturing process showing al the details of inprocess
control on toxicity, potency study and stability data of the final bulk and the final
finished product including the storage temperature.

Complete details of chemical and pharmaceutical data for the product.

Composition and dosage form — method of manufacture with detailed flow chart
— control of starting material — control tests on intermediate and finished
products — certificate of analysis of finished products — validation of critica
manufacturing steps.

Test protocol of the vaccines showing the specification and method of testing
including pharmacopoeal specification.

Specimen batch test report for at least consecutive three batches showing the
specification of each testing parameter.

The detailed test reports of all the components used / packed in the finished
vaccine.

Pack-size and labelling.

Product insert

Specimen batch release certificates issued by the National Regulatory Authority
of the country of origin.

Summary of pre-clinical and clinical dataincluding :

(@) Prescribing information.

(b) Pharmacological and toxicological data pertaining to tests on animals
Characterisation of immune response and safety study in human use, in
specific conditions.

Specific information on source of seed strain, its characterization, inactivation,
etc. and processings like safe handling, material control area control, process
control, stability studies, storage at quarantine stage and finished state, packing
should be highlighted in the product dossier.

Specimen production and quality control protocols for at least three consecutive
lots showing the specifications for each quality control parameter including
pharmacopoeial requirement shall be submitted for study.

The information submitted above is true to the best of my knowledge and belief.

Place
Date:

Signature of the manufacturer
Sed / Stamp
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NB: 1. Any change in the process of manufacture, method of testing, labelling,
packaging, designing of the sale pack, medical literature and documentation is
to be intimated to the licensing authority forthwith and permission to be
obtained from him within 30 days time period.

2. All vaccines shall be new drugs unless certified otherwise by the liencesing
authority approved unde Rule 21 of the Drugs and Cosmetic Rules, 1945. A
copy of approval of the vaccine issued by the said licensing authority is to be
enclosed, prior to issue of Registration Certificate of the said vaccines.

SCHEDULE E
[Omitted as per GOI Notification No.G.SR. 462(E) dt 22-6-1982]

*[SCHEDULE E (1)
[See Rule 161 (2)]
List of poisonous substances under the Ayurvedic (including Sddha) and Unani Systems
of Medicine
A. AYURVEDIC SYSTEM
Drugs of vegetable origin

Ahipena Papaver somniferumLinn.

Arka Calotropis gigantea (linn.)R. Br. ex. Ait.
Bhallataka Semecarpus anacardium Linn. F
Bhanga Cannabia eativa Linn.

Danti Baliosper mum monatanum Mull. Arg
Dhattura Datura metal Linn..

Gunj Abrus precatirius Linn.

Jaipala (Jayapala) Croton tiglium Linn

Karaveera Rerium indicum Mill

Langali Gloriosa superbalLinn

Parasika Y avani Hyoseyamus inibar Linn

Snuhi Euphorbia neriifolia Linn

Vatsanabha Acontium Chasmanthum Stapfex Holm
Vishamushti Strychnox nuxvomica Linn.

Shringivisha Acontium chasmanthum Stapfex Holm.

[ Drugs of Animal Origin.

Sarpa Visha Snake poison
Il Drugs of Mineral Origin
Gauripashana Arsenic
Hartaa Arseno sulphide
Manahashila Arseno sulphide
Parada Mercury
Rasa Karpura Hydrargyri subchloridum
Tuttha Copper sulphate
Hingula Cinnabar

* Added under G.O.l. Notification No. 1-23/67-D dated 2-2-1970



Sindura
Girisindura

Abini

Alari
Azhavanam
Attru thummeatti
Ana Kunri
Rattha Polam
[laikalli
Eezhaththal ari
Gomatthai

Etti

Ganja
Kalappaik Kizhangu
Kodikkalli
Chadurakkalli
Kariapolam

K attamanakku
Kattu thumatti
Kunri

Cheran K ottai
Thillai

Nabi
Nervalam
Pugai Elai
Marukkarai
Mansevikkalli

Drugs of vegetable origin

Afiyun
Bazrul-banj
Bish

Bhang

Charas
Dhatura seeds
Kuchla
Shokran

Drugs of Animal origin

Sanp (head)
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Red oxide of lead
Red oxide of mercury

B. SSIDDHA SYSTEM

Papaver SomniferumLinn.
Nerium indicum Mill.
Lawsonia inermis Linn.
Citrullis colocynthis Scharad.
Adanathera pavoninaLinn.
Aloe barbadensis Mill.
Euphorbia neriifolia Linn.
Plumeria acuminota Ait.
Datrua stramonium Linn.
Srychnos nuxvomica Linn.
Cannabis sativa Linn.
Gloriosa superba Linn.
Euphorbia tirugalli Linn.
Euphorbia antiquorium Linn.
Aloe sp.

Jatropha glandulifera Roxb.
Cucmistrigonus Roxb.
Abrus precotorusu Linn.
Semicorpus anacardium Linn.
Exoecoria agallocha Linn.
Aconitum ferox Wall.

Croton tiglium Linn.
Nicotiana tobucum Linn.
Randia dumetorum Lam.
Euphorbia sp.

C. UNANI SYSTEM

Papaver somniferum Linn.
Hyoscyamus niger Linn

Aconitum chasmanthum Strapfex Holmes

Cannabis sativa Linn.
Canabis sativa Linn
Daturametal Linn (seeds)
Srychnos nuxvomica Linn
Conium maculatum Linn

Snake (head)
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Telni makkhi Mylabris cichori Linn
Mylabaris pustulata Thund
Mylabris macilenta

Il Drugs of Mineral origin

Darchikna Hydrargryi perchloridum

Hira Diamond

Ras Kapoor Hydrargryi Subchloridum (calomel)

Shingruf Hydrargryi bisulphuratum

Zangar Cupri subacetas

Sammul-Far (Abyaz, Asfar, Aswad Arsenic (white, yellow, black and red)

and Ahmar)

Tootiya Copper Sulphate

Para Hydrargyrum

Hartal Arsenic trisulphide (yellow)
SCHEDULE F

Part | — Omitted as per G.O.I. Notification GSR 663(E) dt 3-7-1992 and corrected as per
GOl Notification No. GSR 27 (E) dt 22-1-1993.

Part [, Part 11, Part IV, Part V, Part VI, Part VII, Part VIII, Part I X, Part X, Part X, Part
X1, Part X1l and Part XII-A omitted as per G.O.l. Notification No. GSR 663(E) dt 37-
1992.
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PART XI1 B

REQUIREMENTS FOR THE FUNCTIONING AND OPERATION OF A BLOOD BANK

A.

AND / OR FOR PREPARATION OF BLOOD COMPONENTS.
BLOOD BANKS/BLOOD COMPONENTS.

GENERAL
1. Location and Surroundings : The blood bank shall be located at a place which

shall be away from open sewage, drain, public lavatory or similar unhygienic
surroundings.

Building : The building (s) used for operation of ablood bank and/or preparation
of blood components shall be constructed in such a manner so as to permit the
operation of the blood bank and preparation of blood components under hygienic
conditions and shall avoid the entry of insects, rodents and flies. It shall be well
lighted, ventilated and screened (mesh), wherever necessary. The walls and
floors of the rooms, where collection of blood or preparation of blood
components or blood products is carried out shall be smooth, washable and
capable of being kept clean. Drains shall be adequate size and where connected
directly to a sewer, shall be equipped with traps to prevent back siphonage.

Health, clothing and sanitation of staff: The employees shall be free from
contagious or infectious diseases. They shall be provided with clean overals,
headgears, footwears and gloves, wherever required. There shall be adequate,
clean and convenient hand washing and toilet facilities.

B. ACCOMMODATION FOR A BLOOD BANK.

A blood bank shall have an area of 100 square meters for its operations and an

additional area of 50 square meters for preparation of blood components. It shall be
consisting of aroom each for —

(1) Registration and medical examination with adequate furniture and facilities for

registration and selection of donors;

(2) Blood collection (air-conditioned);
(3) Blood component preparation. (This shall be air-conditioned to maintain

temperature between 20 degree centigrade to 25 degree centigrade);

ISchedule *M” substituted by G.O.I. Notification G.S.R. No.245(E) dtd 05.04.1999.

(4) Laboratory for blood group serology. (air-conditioned);



()

(6)
()
8
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Laboratory for blood transmissible diseases like Hepatitis, Syphilis, Malaria,
HIV-antibodies (air -conditioned);

Sterilization-cum-washing;
Refreshment-cum-rest room (air-conditioned);
Store-cum-records.

(1) Theabove requirements as to accommodation and area may be relaxed, in respect of
testing laboratories and sterilization-cum-washing room, for reasons to be recorded
in writing by the Licensing Authority and/or the Central Licence Approving
Authority, in respect of blood banks operating in hospitals, provided the hospital
concerned has a pathological laboratory and a sterilization-cum-washing room
common with other departments in the said hospital.

(2) Refreshments to the donor after phlebotomy shall be served so that he is kept under
observation in the Blood Bank.
C PERSONNEL

Every blood bank shall have following categories of whole time component
technical staff:-

@

(b)

(c)
(d)

Medical Officer, possessing the qualification specified in condition (i) of rule
122-G.

Blood Bank Technician(s) possessing—
(i) Degree in Medica Laboratory Technology (M.L.T) with six months
experience in the testing of blood and/or its components; or

(i) Diploma in Medical Laboratory Technology (M.L.T) with one year's
experience in the testing of blood and / or its components.

the degree or diploma being from a University / Institution recognized by the
Central Government or State Government.

Registered Nurse(s);

Technical supervisor (where blood components are manufactured), possessing-
(i) Degree in Medica Laboratory Technology (M.L.T) with six month's
experience in the preparation of blood components; or

(ii) Diploma in Medica Laboratory Technology (M.L.T) with one year's
experience in the preparation of blood components the degree or diploma being
from a University / Institution recognized by the Central Government or State
Government.
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The requirements of qualification and experience in respect of Technical
Supervisor and Blood Bank Technician shall apply in the cases of persons who
are approved by the Licensing Authority and / or Central Licence Approving
Authority after the commencement of the Drugs and Cosmetics (Amendment)
Rules, 1999.

As regards the number of whole time competent technical personnel, the blood
bank shall comply with the requirements laid down in the Directorate General
of Health Services Manual.

It shall be the responsibility of the licensee to ensure through maintenance of
records and other latest techniques used in blood banking system that the
personnel involved in blood banking activities for collection, storage, testing
and distribution are adequately trained in the current Good Manufacturing
Practices/Standard Operating Procedures for the tasks undertaken by each
pesonnel. The personnel shall be made aware of the principles of Good
Manufacturing Practices / Standard Operating Procedures that affect them and
receive initial and continuing training relevant to their needs.

D. MAINTENANCE

The premises shall be maintained in a clean and proper manner to ensure adequate
cleaning and maintenance of proper operations, the facilities shall include:-

)
)

©)
4)

®)

(6)
()

(8)

9)

Privacy and thorough examination of individuals to determine their suitability
as donors.

Collection of blood from donors with minimal risk of contamination of
exposure to activities and equipment unrelated to blood collection.

Storage of blood or blood components pending completion of tests.

Provision for quarantine, storage of blood and blood components in a
designated location, pending repetition of those tests that initialy give
questionable serological results.

Provision for quarantine, storage, handling and disposal of products and
regarding not suitable for use.

Storage of finished products prior to distribution or issue.

Proper collection, processing, compatibility testing, storage and distribution of
blood and blood components to prevent contamination.

Adequate and proper performance of all procedures relating to plasmapheresis,
plateletpheresis and |leucapheresis.

Proper conduct of all packaging, labeling and other finishing operations.

(10) Provision for sale and sanitary disposal of :
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) Blood and/or blood components not suitable for use, distribution or sale.

(i)  Trash and items used during the collection, processing and compatibility
testing of blood and / or blood components.
E. EQUIPMENT.

Equipment used in the collection, processing, testing, storage and sale/distribution of
blood and is components shall be maintained in a clean and proper manner and so
placed as to facilitate cleaning and maintenance. The equipment shall be observed,
standardized and calibrated on a regularly scheduled basis as described in the Standard
Operating Procedures Manual and shall operate in the manner for which it was
designed so as to ensure compliance with the official requirements (the equipments) as
stated below for blood and its components.

Equipment that shall be observed, standardized and calibrated with at least the

following frequencies:

EQUIPMENT

Temperature
Recorder

Refrigerated
centrifuge

Hematocrit

centrifuge

General lab.

Automated
typing,

Haemogl obinometer

Refractiometer

Urinometer

Blood

container

PERFORMANCE
Compare against
thermometer

Observe  speed and
temperature

Observe controls  for

correct results

Standardize against
cyanamethemoglobulin
standard

Standardize against
distilled water
Standardize against

FREQUENCY

Dally

Each day
use

Each day
use

Each day

- ditto --

- ditto--

of

FREQUENCY OF
CALIBRATION

As often as
necessary

As often as
necessary

Standardise  before
initial  use, after
repair or
adjustments and
annually.

Tachometer, every 6
months.

As often as



10

11

12

13

14

15

@

(b)

(c)

(d)

(€
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weighing device container of  known necessary
weight.

Water Bath Observe temperature - ditto -- -- ditto--
Rh view box -- ditto- - ditto-- -- ditto -
(wherever

necessary)

Autoclave -- ditto-- Each time of -- ditto--

use

Serologic rotators Observe controls for Each day of Speed as often as

correct results use necessary.
Laboratory Before initial use
thermometers -- --
Electronic
thermometers -- Monthly --
Blood agitator Observe weight of the Each day of Standardize  with
first container of blood use container of known
filled for correct results mass or vaue

before initia use,
and after repairs or
adjustments.

F. SUPPLIESAND REAGENTS:

All supplies and reagents used in the collection, processing, compatibility, testing,
storage and distribution of blood and blood components shall be stored at proper
temperature in a safe and hygienic place, in a proper manner and in particular —

all supplies coming in contact with blood and blood components intended for transfusion
shall be sterile, pyrogen-free, and shall not interact with the product in such a manner as
to have an adverse effect upon the safety, purity, potency or effectiveness of the product.

supplies and reagents that do not bear an expiry date shall be stored in a manner that the
oldest is used firdt.

supplies and reagents shall be used in a manner consistent with instructions provided by
the manufacturer.

al final containers and closures for blood and blood components not intended for
transfusion shall be clean and free of surface solids and other contaminants.

each blood collecting container and its satellite container(s), if any, shall be examined
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visually for damage or evidence of contamination prior to its use and immediately after
filling. Such examination shall include inspection for breakage of seals, when indicated,
and abnormal discoloration. Where any defect is observed, the container shall not be
used, or if detected after filling, shall be properly discarded.

(f)  representative samples of each lot of the following reagents and/or solutions shall be
tested regularly on a sheduled basis by methods described in the Standard Operating
Procedures Manual to determine their capacity to perform as required,

Reagents and solutions Frequency of testing along with controls
Anti-human serum Each day of use
Blood grouping serums Each day of use
Lectin Each day of use
Antibody screening and reverse Each day of use
grouping cells

Hepatitis test reagents Each run
Syphilis serology reagents Each run
Enzymes Each day of use
HIV | and Il reagents Each run
Normal saline (LISS and PBS) Each day of use
Bovine Albumin Each day of use.

G. GOOD MANUFACTURING PRACTICES (GMPs) /STANDARD OPERATING
PROCEDURES (SOPs):

Written Standard Operating Procedures shall be maintained and shall include all steps to be
followed in the collection, processing, compatibility testing, storage and sale or distribution of
blood and/or preparation of blood components for homologous transfusion, autologous
transfusion and further manufacturing purposes. Such procedures shall be available to the
personnel for use in concerned areas. The Standard Operating Procedures shal inter alia
include:

1.(@) criteriaused to determine donor suitability.
(b) methods of performing donor qualifying tests and measurements including minimum
and maximum values for a test or procedure, when a factor in determining

acceptability;

(c) solutions and methods used to prepare the site of phlebotomy so as to give maximum
assurance of a sterile container of blood,;



(d)
©

(f)
Q)
(h)
(i)
)]
(K)

()
(m)

(n)

(0)
(P)
()

©)
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method of accurately relating the product (s) to the donor;

blood collection procedure, including in-process precautions taken to measure
accurately the quality of blood drawn from the donor;

methods of component preparation including, any time restrictions for specific stepsin
processing;

all tests and repeat test performed on blood and blood components during processing;

pre-transfusion testing, wherever applicable, including precautions to be taken to
identify accurately the recipient blood components during processing;

procedures of managing adverse reactions in donor and recipient reactions:

storage temperatures and methods of controlling storage temperatures for blood and its
components and reagents,

length of expiry dates, if any assigned for al final products;
criteriafor determining whether returned blood is suitable for re-issue;

procedures used for relating a unit of blood or blood components from the donor to its
final disposdl;

quality control procedures for supplies and reagents employed in bHood collection,
processing and re-transfusion testing;

schedules and procedures for equipment maintenance and calibration;
labelling procedures to safe guard its mix-ups, receipt, issue, rejected and in-hand;

procedures of plasmapheress, plateletphersis and leucapheresis if performed,
including precautions to be taken to ensure re-infusion of donor’s own cells;

procedures for preparing recovered (salvaged) plasma if performed, including details
of separation, pooling, labelling, storage and distribution;

All records pertinent to the lot or unit maintained pursuant to these regulations shall be
reviewed before the release or distribution of alot or unit of fina product. The review
or portions of the review may be performed at appropriate periods during or after
blood collection, processing, testing and storage. A thorough investigation, including
the conclusions and follow-up, if any unexplained discrepancy or the failure of alot or
unit to meet any of its specification shal be made and recorded.

A licensee may utilise current Standard Operating Procedures, such as the Manuals of
the following organizations, so long as such specific procedures are consistent with,
and at least as stringent as, the requirements contained in this Part, namely -



(i)
(ii)
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Directorate General of Health Services Manual,
Other Organisations' or individual blood bank’s manuals, subject to the approval of
State Licensing Authority and Central Licence Approving Authority.

H. CRITERIA FOR BLOOD DONATION:

Conditions for donation of blood:

(1) Genera — No person shall donate blood and no blood bank shall draw blood from a
person, more than once in three months. The donor shall be in good health, mentally alert and
physically fit and shall not be inmates of jail, persons having multiple sex partners and drug-
addicts. The donors shall fulfill the following requirements, namely: -

(a
(b)
(0
(d)
(€
(f)
Q)
(h)

(i)

)

the donor shall be in the age group of 18 to 60 years.

the donor shall not be less than 45 kilograms,

temperature and pulse of the donor shall be normal;

the systolic and diastolic blood pressure and are within normal limits without
medication;

haemoglobin which shall not less than 12.5 grams;

the donor shall be free from acute respiratory diseases;

the donor shall be free from any skin diseases at the site of phlebotomy;

the donor shall be free from any disease transmissible by blood transfusion,

insofar as can be determined by history and examination indicated above,

the arms and forearms of the donor shall be free from skin punctures or scars
indicative of professional blood donors or addiction of self injected narcotics.

Additional qualifications of donor — No person shall donate blood, and no blood bank
shall draw blood from a donor, in the conditions mentioned in column (1) of the Table
given below before the expiry of the period of deferment mentioned in the column (2)
of the said Table.

Table: Deferment of blood donation

CONDITIONS PERIOD OF DEFERMENT
1 2
(& Abortions 6 months
(b) History of Blood transfusion 6 months
(c) Surgery 12 months
(d) Typhoid 12 months after recovery
(e) History of Maaria and duly 3 months (endemic)
treated 3 years (non endemic area)
(f) Tattoo 6 months

(h) Breast feeding 12 months after delivery
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(i)  Immunization (Cholera, 15days
Typhoid, Diphtheria, Tetanus,
Plague, Gammaglobulin)

() Rabiesvaccination 1 year after vaccination
(k) History of Hepatitis in family or 12 months

close contact.
(I)  Immunoglobulin 12 months

(5) No person shall donate blood and no blood bank shall draw blood from a person,
suffering from any of the diseases mentioned below, namely:

Cancer

Heart disease

Abnormal bleeding tendencies
Unexplained weight loss
Diabetes-controlled on insulin
i [(f) Hepatitisinfection]
(9) Chronic nephritis

(h) Signsand symptoms, suggestive of AIDS
(i) Liver diseases

() Tuberculosis

(k) PolycythemiaVera

() Asthma

(m) Epilepsy

(n) Leprosy

(0)Schizophrenia

(p)Endocrine disorders

®oo o

I. GENERAL EQUIPMENTSAND INSTRUMENTS: -
1. For blood collection room:

i) Donor beds, chairs and tables. These shall be suitably and comfortably
cushioned and shall be of appropriate size.

ii) Bedsidetable

iif) Sphygmomanometer and Stethoscope

iv) Recovery bedsfor donors.

v) Refrigerators, for storing separately tested and untested blood, maintaining
temperature between 2 to 6 degree centigrade with digital dial thermometer,
recording thermograph and alarm device, with provision for continuous power

supply.
vi) Weighing devices for donor and blood containers.

- Subs. by G.O.I Natification G.S.R. N0.40 (E) Dt 29-01-2001
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2. For haemoglobin determination:

(i)  Copper sulphate solution (specific gravity 1.053)

(i) Sterile lancet and impregnated alcohol swabs.

(i) Capillary tube (1.3 x 1.4 x 96mm) or Pasteur pipettes)
(iv) Rubber bulbs for capillary tubings.

(v)  Sahli’s haemoglobinometer / Colorimetric method.

3. For temperature and pulse determination.
() Clinica thermometers

(i) Watch (fitted with a second-hand) and a stop-watch.

4. For blood containers;

(@ Only disposable PVC blood bags shall be used (closed system) as per
specifications of IP/USP/BP.

(b) Anti-coagulants: The anti-coagulant solution shall be sterile, pyrogen-free and
of the following composition that will ensure satisfactory safety and efficacy of
the whole blood and/or for al the separated blood components.

(i) Citrate Phosphate Dextrose Adenine solution (CPDA) or Citrate
Phosphate Dextrose Adenine — 1 (CPDA-1) — 14 ml solution shall be
required for 100ml of blood.

Note 1. (i) In case of single/doubleftriple/quadruple blood collection bags used
for blood component preparations,CPDA blood collection bags may
be used.
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(ii) Acid Citrate Dextrose solution (A.C.D. with Formula-A) I.P. — 15 ml
solution shall be required for —ml blood,

(i) Additive solution such as SAGM, ADSOL, NUTRICEL may be
used for storing and retaining Red Blood Corpuscles upto 42 days.

Note 2. The licensee shall ensure that the anti-coagulant solutions are of a
licensed manufacturer and the blood bags in which the said solutions
are contained have a certificate of analysis of the said manufacturer.

5. Emergency equipments/items:
(i)  Oxygen cylinder with masks, gauge and pressure regulator
(i) 5 percent Glucose or Normal Saline
(iii) Disposable sterile syringes and needles of various sizes.
(iv) Disposable sterile1.V. infusion sets.
(v) Ampoules of Adrenaine, Noradrenaline, Mephentin, Betamethasone or
Dexamethasone, Metoclorpropamide injections.

(vi) Aspirin.

6 Accessories; -

()  Such as blankets, emesis basins, haemostats, set clamps, sponge forceps, gauze,
dressing jars, solution jars, waste cans.

(i)  Medium cotton balls, 1.25 cm adhesive tapes.
(i)  Denatured spirit, Tincture lodine, green soap or liquid soap.

(iv)  Paper napkins or towels.
(v)  Autoclave with temperature and pressure indicator.

(vi) Incinerator

(vii) Stand-by generator
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7. Laboratory equipment

(i)

(ii)
(iii)
(iv)
(v)
(vi)
(vii)
viii)
(ix)
()
(xi)
(xii)

xiii)

(xiv)
(xv)
(xvi)
(xvii)

(xviii)
(xix)
(xx)
(xxii)
(xxii)
(xxiii)

Refrigerators, for storing diagnostic kits and reagents, maintaining a temperature
between 4 to 6 degree centigrade (plus/minus 2 degrees centigrade) with digital
dia thermometer having provision for continuous power supply.

Compound Microscope with low and high power objectives

Centrifuge Table Model

Water bath: having range between 37 degree centigrade to 56 degree centigrade.
Rh viewing box in case of dlide technique

Incubator with thermostatic control

Mechanical shakers for serological tests for Syphilis.

Hand-lens for observing tests conducted in tubes.

Serological graduated pipettes of various sizes.

Pipettes (Pasteur)

Glass dides

Test tubes of various sizes/ micrometer plates (U or V type) P

Precipitating tubes 6mm x 50mm of different sizes and glass beakers of different
Sizes.

Test tube racks of different specifications

Intervd timer electric or spring wound.

Equipment and materials for cleaning glass wares adequately.

Insulated containers for transporting blood, between 2 degree centigrade to 10

degree centigrade temperatures, to wards and hospitals.
Wash bottles.

Filter papers

Dielectric tube sealer

Plain and EDTA vidls

Chemical balance (wherever necessary)

ELISA reader with printer, washer and micropipettes.

J SPECIAL REAGENTS:

)

(2
©)
(4)
(5)
(6)

Standard blood grouping sera Anti A, Anti B and Anti C with known controls.
Rh typing sera shall be in double quality and each of different brand or if from
the same supplier each supply shall be of different lot numbers,

Reagents for serological tests for syphilis and positive serafor controls.
Anti Human Globulin Serum (Coomb’ s serum)

Bovine Albumin 22 percent Enzyme reagents for incomplete antibodies.
ELISA or RPHA test kits for Hepatitisand HIV | & 11

Detergent and other agents for cleaning laboratory glass wares.



332

K. TESTING OF WHOLE BLOOD :

(@) It shall be responsibility of the licensee to ensure that the whole blood collected,
processed and supplied conforms to the standards laid down in the Indian
Pharmacopoeia and other tests published, if any, by the Government.

2 Freedom from HIV antibodies (AIDS) Tests — Every licensee shall get samples
of every blood unit tested, before use, for freedom from HIV 1 and HIV I
antibodies either from laboratories specified for the purpose by the Central
Government or in his own laboratory. The results of such testing shall be
recorded on the label of the container.

3 Each blood unit shall also be tested for freedom from *[(Hepatitis B surface
antigen and Hepatitis C Virus antibody)] VDRL and maarial parasite and
results of such testing shall be recorded on the label of the container.

NOTE (a) Blood samples of donors in pilot tube and the blood samples of the
recipient shall be preserved for 7 days after issue.

(b) The blood intended for transfusion shall not be frozen at any stage.

(c) Blood containers shall not come directly in contact with ice at any stage.

L. RECORDS:

The records which the licensee is required to maintain shall include interalia the
following particulars, namely: -

(1) Blood donor record: It shall indicate serial number, date of bleeding, name, address
and signature of donor with other particulars of age, weight, hemoglobin, blood
grouping, blood pressure, medical examination, bag number and patient’s detail for
whom donated in case of replacement donation, category of donation (voluntary /
replacement) and deferral records and signature of Medical Officer In charge.

* Subs. by G.O.I Natification G.S.R. No.40(E) dt 29-01-2001.w.e.f.01.06.2001
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Master records for blood and its components: It shall indicate bag serial number, date
of collection, date of expiry, quantity in ml. ABO/Rh Group, results for testing of
HIV | and HIV Il antibodies, Malaria, V.D.R.L. **[( Hepatitis B surface antigen and
Hepatitis C Virus antibody)] and irregular antibodies (if any), name and address of
the donor with particulars, utilization issue number, components prepared or
discarded and signature of the Medical Officer in charge.

Issue register: It shall indicate serial number, date and time of issue, bag serial
number, ABO/Rh Group, total quantity in ml, name and address of the recipient,
group of rcipient, unit/institution, details of crossmatching report, indication for
transfusion.

Records of components supplied: quantity supplied, compatibility report, details of
recipient and signature of issuing person.

Records of A.C.D./C.P.D/CPD-A/SAGM bags giving details of manufacturer, batch
number, date of supply and results of testing

i?{egister for diagnostic kits and reagents used: name of the kits/reagents, details of
batch number, date of expiry and date of use.

Blood bank must issue the cross matching report of the blood to the patient together
with the blood unit.

Transfusion adverse reaction records.

Records of purchase, use and stock in hand of disposable needles, syringes, blood
bags, shall be maintained.

NOTE : The above records shall be kept by the licensee for a period of five years.

LABELS:

The labels on every bag containing blood and/or component shall contain the
following particulars, namely;

The proper name of the product in a prominent place and in bold letters on the bag.
Name and address of the blood bank

Licence number

**Subs. by G.O.I Natification G.S.R. No.40(E) dt 29-01-2001.w.e.f.01.06.2001.
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Serial number

The date on which the blood is drawn and the date of expiry as prescribed under
Schedule P to these rules.

A colored label shall be put on every bag containing blood. The following color
scheme for the said labels shall be used for different groups of blood:

Blood Group Color of the label
@] Blue
A Yellow
B Pink
AB White

The results of the tests for **[(Hepatitis B surface antigen and Hepatitis C Virus
antibody)] syphilis, freedom from HIV | and HIV Il antibodies and malaria
parasite.

The Rh. Group

Total volume of blood, the preparation of blood, nature and percentage of anti-
coagulant.

Keep continuously temperature at 2 degree centigrade to 6 degree centigrade for
whole human blood and/or components as contained under 111 of Part XI11 B.

Disposable transfusion sets with filter shall be used in administration equipment.

Appropriate compatible cross-matched blood without atypical antibody in recipient
shall be used.

The contents of the bag shall not be used if there is any visible evidence of
deterioration like haemolysis, clotting or discoloration.

The label shall indicate the appropriate donor classification like “Voluntary Donor”
or “Replacement Donor” in no less prominence than the proper name.

**Subs. by G.O.l Notification G.S.R. No.40(E) dt 29-01-2001.w.e.f.01.06.2001
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NOTES:

1. In the case of blood components, particulars of the blood from which such
components have been prepared shall be given against item numbers (5), (7), (8),
(9) and (14).

2. The blood and/or its components shall be distributed on the prescription of a
Registered Medical Practitioner.

[I. BLOOD DONATION CAMPS.

A blood donation camp may be organized by —

@ a licensed designated Regional Blood Transfusion Centre ; or

(b) alicensed Government blood bank; or

**[(c) thelIndian Red Cross society; or

(d) a licensed blood bank run by registered voluntary or charitable organizations
recognized by State or Union Territory Blood Transfusion Council)]

NOTES:

() Designated Regional Blood Transfusion Centre” shall be a center approved and
designated by a Blood Transfusion Council constituted by a State Government to
collect, process and distribute blood and its components to cater to the needs of the
region and that center has also been licensed and approved by the Licensing Authority
and Centra Licence Approving Authority for the purpose.

(ii) The designated Regional Blood Transfusion Centre, Government blood bank and
Indian Red Cross Society shall intimate within a period of seven days, the venue where
the blood camp was held and details of group wise blood units collected in the said
camp to the Licensing Authority and Central Licence Approving Authority.

For holding a blood donation camp, the following requirements shall be fulfilled/complied
with, namely: -
(A) Premises, personnel etc.
(& Premises under the blood donation camp shall have sufficient area and the

location shall be hygienic so as to allow proper operation, maintenance and
cleaning.

**Subs. by G.O.l Notification G.S.R. N0.218(E) dt 28-03-2001



336

(b) All information regarding the personnel working, equipment used and fecilities
available at such a Camp shall be well documented and made available for inspection,
if required, and ensuring -

(B)

(©

@)

(i)
(iii)
(iv)

(V)
(vi)
(vii)
(viii)

Continuous and uninterrupted electrical supply for equipment used in the
Camp;

Adequate lighting for all the required activities,

Hand-washing facilities for staff;

Reliable communication system to the central office of the
Controller/organizer of the Camp;

Furniture and equipment arranged within the available space;

Refreshment facilities for donors and staff;

Facilities for medical examination of the donors;

Proper disposal of waste.

Personnel for Out-door Blood Donation Camp:

To collect blood from 50 to 70 donorsin about 3 hours or from 100 to 200 donorsin
5 hours, the following requirements shall be fulfilled / complied with:

(@) One Medical Officer and two nurses or phlebotomists for managing 6-8
donor tables.

(i) two medico social workers

(i)  three blood bank technicians

(iv)  two attendants

(V) vehicle having a capacity to seat 8-10 persons, with provision for carriage
of donation goods including facilities to conduct a blood donation camp.

Equipments :

1 BP apparatus

2. Stethoscope

3. Blood bags (single, double, triple, quadruple)

4. Donor questionnaire

5. Weighing device for donors

6. Weighing device for blood bags

7. Artery forceps, scissors

8. Stripper for blood tubing

0. Bed sheets, blankets/mattress

10. Lancets, swab stick/tooth picks

11.  Glassdides

12. Portable Hb meter/copper sulphate



13.
14.
15.
16.
17.
18.
19.
20
21

22.
23.
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Test tube (big) and 12x100mm (small)

Test tube stand

Anti-A, Anti-B and Anti-AB, Antiseraand Anti-D
Test tube sedler film

Medicated adhesive tape

Plastic waste basket

Donor cards and refreshment for donors
Emergency medical kit

Insulated blood bag containers with provisions for storing between 2
degree centigrade to 10 degree centigrade.
Dielectric sealer or portable tube sealer

Needle destroyer (wherever necessary)

Il. PROCESSING OF BLOOD COMPONENTS FROM WHOLE BLOOD BY A

BLOOD BANK

The Blood components shall be prepared by blood banks as a part of the Blood Bank
services. The conditions for grant or renewal of licence to prepare blood components shall

be asfollows; -

A  ACCOMMODATION

@

2

Rooms with adequate area and other specification, for preparing blood
components depending on quantum of workload shall be specified in item
B under the heading “1. BLOOD BANKS/BLOOD COMPONENTS' of
this Part.

Preparation of Blood components shall be carried out only under closed
system using single double, triple or quadruple plastic bags except for
peroration of Red Blood Cells Concentrates, where single bags may be
used with transfer bags.

B EQUIPMENT :

()
(i)
(iii)
(iv)
v)
(vi)
(vii)
(viii)
(ix)

)
(xi)

Air Conditioner;

Laminar air flow bench;

Suitable refrigerated centrifuge;

Plasma expresser;

Clipper and clipsand or dielectric sealer;

Weighing device;

Dry rubber balancing material;

Artery forceps, scissors;

Refrigerator maintaining a temperature between 2 degree centigrade to 6
degree centigrade, a digital dial thermometer with recording thermograph
and alarm device, with provision for continuous power supply;

Platelet agitator with incubator (wherever necessary)

Deep freezers maintaining a temperature between minus 30 degree
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centigrade to minus 40 degree centigrade and minus 75 degree centigrade
to minus 80 degree centigrade;

(xi)  Refrigerated Water bath for Plasma Thawing;

(xiii)  Insulated blood bag containers with provisions for storing at appropriate
temperature for transport purposes,

C. PERSONNEL:

The whole time competent technical staff meant for processing of Blood
Components (that is Medical Officer, Technical Supervisor, Blood Bank
Technicians and Registered Nurse) shall be as specified in item C, under the
heading “ 1. BLOOD BANKSBLOOD COMPONENTS’ of this Part.

D. TESTING FACILITIES:

General: Facilitiesfor A, B, AB and O groups and Rh(D) grouping.
[*(Hepatitis B surface antigen and Hepatitis C Virus antibody)] VDRL, HIV
and HIV Il antibodies and malarial parasites shall be mandatory for every
blood unit before it is used for the preparation of blood components. The
results of such testing shall be indicated on the label.

E. CATEGORIES OF BLOOD COMPONENTS:
(1) CONCENTRATED HUMAN RED BLOOD CORPUSCLES:

The product shall be known as “Packed Red Blood Cells” that is Packed
Red Blood Cells remaining after separating plasma from human blood.

Genera Requirements:

(@ Storage: Immediately after processing, the Packed Red Blood Cells shall be
kept at a temperature maintained between 2 degree centigrade to 6 degree
centigrade.

(b) Inspection: The component shall be inspected immediately after separation
of the plasma, during storage and again at the time of issue. The product
shall not be issued if there is any abnormality in color or physical
appearance or any indication of microbial contamination.

Suitability of Donor: The source of blood for Packed Red Blood Cells shall

(c) be obtained from a donor who meets the criteria for Blood Donation as
specified in item H under the heading “lI. BLOOD BANKS/BLOOD
COMPONENTS’ of this Part.

*Subs. by G.O.I Notification G.S.R. No.40(E) dt 29-01-2001 w.e.f. 01.06.2001
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(d) Testing of Whole Blood: Blood from which Packed Red Blood Cells are
prepared shall be tested as specified in item K relating to Testing Of Whole
Blood under the heading “I. BLOOD BANKS/BLOOD COMPONENTS”
of this Part.

(& Pilot samples: Pilot samples collected in integral tubing or in separate pilot
tubes shall meet the following specifications:

0]

(ii)

(iii)

(iv)

One or more pilot samples of either the original blood or the Packed
Red Blood Cells being processed shall be preserved with each unit of
Packed Red Blood Cells, which isissued.

Before they are filled, al pilot sample tubes shal be marked or
identified so as to relate them to the donor of that unit or Packed Red
Blood Célls.

Before the final container is filled or at the time the final product is
prepared, the pilot samples tubes accompanying a unit of Packed Red
Blood Cedlls, shall be attached in a tamper-proof manner that shall
conspicuously identify removal and re-attachment.

All pilot sample tubes, accompanying a unit of packed red blood cells,
shall befilled immediately after the blood is collected or at the time the
final product is prepared, in each case, by the person who performs the
collection of preparation.

F PROCESSING:

0]

@
(b)

Separation: Packed Red Blood Cells shall be separated from the whole
blood, -

if the whole blood is stored in ACD solution within 21 days, and

if the whole blood is stored in CPDA-1 solution, within 35 days, from
the date of collection. Packed Red Blood Cells may be prepared either
by centrifugation done in a manner that shall not tend to increase the
temperature of the blood or by normal undisturbed sedimentation
method. A portion of the plasma, sufficient to ensure optimal cell
preservation, shall be left with the packed Red Blood Cells.

(i) Packed Red Blood Cells Frozen: Cryophylactic substance may be added

to the Packed Red Blood Cells for extended manufacturer’s storage not
warmer than minus 65 degree centigrade provided the manufacturer
submits data to the satisfaction of the Licensing Authority and Central
Licence Approving Authority, as adequately demonstrating through in-
vivo cells survival and other appropriate tests that the addition of the
substance, the material used and the processing methods resultsin a final
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product meets the required standards of safety, purity and potency for
Packed Red Blood Cells, and that the frozen product shall maintain those
properties for the specified expiry period.

Testing: Packed Red Blood Cells shall conform to the standards as laid

down in the Indian Pharmacopoeia.

2 PLATELETSCONCENTRATES:

The product shall be known as “Platelets Concentrates’ that is platelets
collected from one unit of blood and re-suspended in an appropriate volume
of original plasma.

General Requirements:

0]

(i)
@

(b)

(©)

(d)

Source The source materia for platelets shall be platelet rich plasma
or buffy coat which may be obtained from the whole blood or by
platel etpheresis.

Processing :

Separation of buffy-coat or platelet-rich plasma and platelets and re-
suspension of the platelets shall be in a closed system by centrifugal
method with appropriate speed, force and time.

Immediately after collection, the whole blood or plasma shall be
held in storage between 20 degree centigrade to 24 degree
centigrade. When it is to be transported from the venue of blood
collected to the processing laboratory, during such transport action,
the temperature as close as possible to a range between 20 degree
centigrade to 24 degree centigrade shall be ensured. The platelet
concentrates shall be separated within 6 hours after the time of
collection of the unit of whole blood or plasma.

The time and speed of centrifugation shall be demonstrated to
produce an unclamped product, without visible haemolysis, that
yields a count of not less than 3.5 x 10 *° (3.5 x 10 raised to the
power of 10) and 4.5 x 10 *° (4.5 x 10 raised to the power ten) i.e.
platelets per unit from a unit of 350ml and 450ml blood
respectively. One percent of total platelets prepared shall be tested
of which 75 per cent of the units shall conform to the above said
platelet count.

The volume of origina plasma used for re-suspension of the
platelets shall be determined by the maintenance of the pH of not
less than 6 during the storage period. The pH shall be measured on a
sample of platelets which has been stored for the permissible
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maximum expiry period at 20 degree centigrade to 24 degree
centigrade.

(e) Final containers used for platelets shall be colorless and transparent
to permit visual inspection of the contents. The caps selected shall
maintain a hermetic seal to prevent contamination of the contents.
The container material shall not interact with the contents, under the
normal conditions of the storage and use, in such a manner as to
have an adverse effect ypon the safety, purity, potency, or efficacy
of the product. At the time filling, the final container shal be
marked or identified by number so asto relate it to the donor.

(i)  Sorage: Immediately after re-suspension, platelets shall be placed in
storage not exceeding for a period of 5 days, between 20 degree
centigrade to 24 degree centigrade, with continuous gentle agitation of
the platelet concentrates maintained throughout such storage

(iv)  Testing: The units prepared from different donors shall betested at the
end of the storage period for —

(a) Patelet count;

(b) pH of not less than 6 measured at the storage temperature of the
unit;

(c) measurement of actual plasmavolume;

(d) one percent of total platelets prepared shall be tested for
sterility;

(e) the tests of functional viability of the platelets shall be done by
swirling movement before issue.

(f) if the results of the testing indicate that the product does not
meet the specified requirements, immediate corrective action
shall be taken and records maintained;

(V) Compatibility Test: Compatible transfusion for the purpose of variable
number of Red Blood Cdlls, A, B, AB and O grouping shall be done if
the platel ets concentrate is contaminated with red blood cells.

GRANULOCYTE CONCENTRATES:

0] Storage: 1t shall be kept between 20 degree centigrade to 24 degree centigrade
for a maximum period of 24 hours;

(i)  Unit of granulocytes shall not less than 1 x 10 (i.e. 1 x 10 raised to the
power of 10) when prepared on cell separator.

(i)  Group specific tests/HLA test wherever required shall be carried out.

FRESH FROZEN PLASMA:
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Plasma frozen within 6 hours after blood collection and stored at a
temperature not warmer than minus 30 degree centigrade, shal be
preserved for a period of not more than one year.

CRYOPRECIPITATE:

Concentrate of anti-hemophiliac factor shall be prepared by thawing of the fresh
plasma frozen stored at minus 30 degree centigrade.

@

(b)

Storage:

Cryoprecipitate shall be preserved at a temperature not higher than minus 30
degree centigrade and may be preserved for a period of not more than one year
from the date of collection.

Activity:

Anti-hemophiliac factor activity in the final product shall be not less than 80
units per bag. One percent of the total cryoprecipitate prepared shall be tested
of which seventy five percent of the unit shal conform to the said
specification.

PLASMAPHERESIS, PLATELETPHERESIS, LEUCAPHERESIS, USING A CELL
SEPARATOR.

(A)

An area of 10 square meters shall be provided for apheresis in the blood bank.

The blood banks specifically permitted to undertake the said apheresis on the
donor shall observe the criteria as specified in item H relating to Criteria for
blood donation “I Blood Banks/Blood Components’ of this Part. The written
consent of the donor shall be taken and the donor must be explained, the
hazards of apheresis. The Medical Officer shall certify that the donor is fit for
apheresis and it shall be carried out by a trained person under supervision of
the Medical Officer.

PLASMAPHERESIS,PLATELETPHERESISANDLEUCAPHERESIS:

The donors subjected to plasmapheresis, plateletpheresis and leucopheresis
shall, in addition to the criteria specified in item H relating to the CRITERIA
FOR BLOD DONATION, under the heading “I. BLOOD BANKS/BLOOD
COMPONENTS" of this Part being observed, be also subjected to protein
estimation on postpheresigfirst sitting whose results shal be taken as
reference for subsequent pheresig/sitting. It shall also be necessary that the
total plasma obtained from such donor and periodicity of Plasmapheresis shall
be according to the standards described under validated Standard Operating
Procedures.

NOTE:

() At least 48 hours must elapse between successive apheresis and not
more than twice in a week.
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(i) Extracoporeal blood volume shall not exceed 15% of donor’s
estimated blood volume.

(i)  Platelet pheresis shall not be carried out on donors who have taken
medication containing Asprin within 3 days prior to donation.

(iv)  If during plateletpheresis or leucapheresis, RBCs cannot be re
transfused then at least 12 weeks shal elapse before a second
cytapheresis procedure is conducted.

(B) MONITORING FOR APHERESIS:
Before starting apheresis procedure, hemoglobin or haematocrit shall be done.
Platelet count, WBC counts, differential count may be carried out. In repeated
plasmapheresis, the serum protein shall be 6 gm./ml.

(C) COLLECTION OF PLASMA:

The quantity of plasma separated from the blood of donor shall not exceed 500
ml. per sitting and once in afortnight or shall not exceed 1000 ml per month.

PART XII C

I. REQUIREMENTS FOR MANUFACTURE OF BLOOD PRODUCTS.

The blood products shall be manufactured in a separate premises other than that
meant for blood bank. The requirements that are essential for grant or renewal of licence to
manufacture blood products such as Albumin, Plasma Protein Fraction, Immunoglobins and
Coagulation Factor Concentrates, shall be as follows, namely: -

A. GENERAL REQUIREMENTS:
1. Location and surroundings, buildings and water supply:
The requirements as regards location and surrounding, buildings and water supply
as contained in paragraphs 1.1.1, 1.1.2, 1.1.3 of Part 1 of Schedule M shall apply
mutatis mutandis to the manufacture of blood products.

2. Disposal of waste and infectious materials:
(i) The requirements as regards disposal of waste and infectious materials as
contained in paragraph 1.1.4 of Part 1 of Schedule M shall apply mutatis
mutandis to the manufacture of blood products.

(i) Proper facility shall aso be provided for potentially infectious materials,
particularly HIV | & HIV Il *[(Hepatitis B surface antigen and Hepatitis C
Virus antibody)] through autoclaving, incineration or any other suitable
validated methods.
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3. Hedlth, clothing and sanitation personnel:

(i) Thereguirement as contained in paragraph 3 of Part 1
of Schedule M shall be complied with.

(i) The personnel working in the manufacturing areas shall be
vaccinated against Hepatitis B virus and other infectious
transmitting diseases

4. Requirements for manufacturing area for Blood Products:

(i) For the manufacture of blood products, separate enclosed areas
specifically designated for the purpose shall be provided. These areas be
provided with air locks for entry and shall be essentially dust free and
ventilated with an air supply. Air supply for manufacturing area shall be
filtered through bacteria retaining filters (HEPA Filters) shall be at a
pressure higher than in the adjacent aress.

The filters shall be checked for performance on instalation and
periodically thereafter all records thereof shall be maintained.

(i) Interior surfaces (walls, floors and ceilings) shall be smooth and free
from cracks; they shall not shed matter and shall permit easy cleaning
and disinfection. Drains shall be excluded from aseptic areas.

Routine microbial counts of the manufacturing area shall be carried out
during manufacturing operations. The results of such counts shall be
checked against well documented in-house standards and records
mai ntai ned.

Access to the manufacturing areas shall be restricted to a minimum
number of authorized personnel. Special procedures for entering and
leaving the manufacturing areas shall be prominently displayed.

(iif) Sinks shall be excluded from aseptic areas. Any sink installed in other
clean areas shall be of suitable materia such as stainless steel, without an
overflow, and be supplied with water of potable quality. Adequate
precautions shall be taken to avoid contamination of the drainage system
with dangerous effluents and airborne dissemination of pathogenic
micro-organisms.

*Subs. by G.O.I Notification G.S.R. No.40(E) dt 29-01-2001 w.e.f. 01.06.2001.



(iv)

(v)

(Vi)

(vii)

345

Lighting, air-conditioning, ventilation shall be designed to maintain a
satisfactory  temperature  and relative  humidity to minimize
contamination and to take account of the comfort of personnel working
with protective clothing.

Premises used for the manufacture of blood products shall be suitably
designed and constructed to facilitate good sanitation.

Premises shall be carefully maintained and it shall be ensured that repair
and maintenance operations do not present any hazard to the quality of
products. Premises shall be cleaned and, where applicable, disinfected
according to detailed written validated procedures.

Adequate facilities and equipments shall be used for the manufacture of
blood products derived from blood plasma.

(viii) All containers of blood products, regardless of the stage of manufacture,

(ix)

()
(xi)

shall be identified by securely attached labels. Cross contamination shall
be prevented by adoption of the following measures, namely -

(a) processing and filling shall be in segregated aress,

(b) manufacture of different products at the same time shall be
avoided;

(c) simultaneous filling of the different products shall be avoided;

(d) ensure transfer, containersmaterials by means of airlocks, air
extraction, clothing change and careful washing and
decontamination of equipment;

(e) protecting containers/materials against the risk of contamination
caused by re-circulation of untreated air or by accidental re-entry
of extracted air;

(f) using container that are sterilized or are of documented low
“bioburden”,

Positive pressure area shall be dedicated to the processing area
concerned;

Air-handling units shall be dedicated to the processing area concerned;

Pipe work, valves and vent filters shall be properly designed to facilitate
cleaning and sterilization. Valves on fractionation / reacting vessels shall
be completely steam sterilisable. Air vent filters shall be validated for
their designated use.
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Ancillary Aress :

(i) Rest and refreshment rooms shall be separated from other aress.

(i) Facilities for changing and storing clothes and for washing and toilet
purposes shall be easily accessible and appropriate for the number of users.
Toilets shall not be connected directly with production or storage areas.

(i) Maintenance workshops shall be separated from production areas.
Wherever parts and tools are stored in the production area, they shall be
kept in rooms or lockers reserved for that use.

(iv)Animal houses shall be well isolated from other areas with separate
entrance.

COLLECTION AND STORAGE OF PLASMA FOR FRACTIONATION

COLLECTION:

(D

(2

3

Plasma shall be collected from the licensed Blood Banks through a cold chain
process and stored in frozen condition not warmer than minus twenty degree
centigrade.

Individual plasma shall remain in quarantine till it is tested for *[( Hepatitis B
and Hepatitis C Virus antibody)], HIV | and HIV 1.

A sample from pooled — lot plasma of about 10-12 units of different donors shall
be tested for [(Hepatitis B and Heptitis C Virus antibody)] HIV | and HIV I
and if the same sample found negative, only then it shal be taken up for
fractionation.

STORAGE AREA :

)

)

Storage areas shall be of sufficient space and capacity to allow orderly
storage of the various categories of materials, intermediates, bulk and
finished products, products in quarantine, released, rejected, returned, or
recalled products.

Storage areas shall be designed or adopted to ensure good storage
containers. In particular, they shall be clean, dry and maintained within
temperature required for such storage and where special storage
conditions are required (e.g. temperature, humidity), these shall be
provided, checked and monitored.

*Subs. by G.O.I Notification G.S.R. No.40(E) dt 29-01-2001 w.e.f. 01.06.2001
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(3 Receiving and dispatch bays shall protect materials and products from the
weather and shal be designed and equipped to alow containers of
incoming materials to be cleaned, if necessary, before storage.

(4) Where quarantine status is ensured by storage in separate areas, these
areas shall be clearly marked and their access restricted only to authorized
personnel.

(5) There shall be separate sampling area for raw materials. If sampling is
performed in the storage area, it shall be conducted in such away so asto
prevent contamination or closs-contamination.

(6) Segregation shal be provided for the storage of rejected, recalled, or
returned materials or products.

(7) Adequate facility shall be provided for supply of ancillary material, such
as ethanol, water, salts and polyethylene glycol. Separate facilities shall
be provided for the recovery of organic solvents used in fractionation.

C. PERSONNEL :

1. Manufacture:
The manufacture of blood products shall be conducted under the active
direction and personal supervision of competent technical staff, consisting of
a least one person who shal be a whole time employee, with one year
practical experience in the manufacture of blood products / plasma
fractionation and possesses —

(&  Post-graduate degree in Medicine — M.D. (Microbiology /
Pathology / Bacteriology / Immunology / Biochemistry) ; or

(b)  Post graduate degree in Science (Microbilogy); or

(c) Post-graduate degree in Pharmacy (Microbiology), from a
recognized University or Institution.

2. Testing:
The head of the testing unit shall be independent of the manufacturing unit
and testing shall be conducted under the active direction and personal
supervision of competent technical staff consisting at least one person who
shall be a whole time employee. The Head of the testing unit shall have
eighteen months practical experience in the testing of drugs, especially the
blood products and possesses —
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(@) Post-graduate degree in Pharmacy or Science — (Chemistry /
Microbiology / Bio-chemistry); or

(b) Post-graduate degree in Medicine — M.D (Microbiology / Pathology /
Biochemistry), from a recognized University or Institution.

PRODUCTION CONTROL :

Q) The production area and the vira inactivation room shall be centraly air-
conditioned and fitted with HEPA filters having Grade C (Class 10,000)
environment as given in the Table below.

(2 The filling and sealing shall be carried out under aseptic conditions in
centrally air-conditioned areas fitted with HEPA Filters Grade A or as the
case may be grade B (Class 100) environment given in the said Table.

TABLE

AIR CLASSIFICATION SYSTEM FOR MANUFACTURE OF STERILE
PRODUCTS.

Maximum number of particles permitted per m®

MAXIMUM NUMBER OF MAXIMUM NUMBER OF
PARTICLESPERMITTED PERm® | VIABLE
MICROORGANISM
PERMITTED PER m®
GRADE 0.5—-5 micron Lessthan5
micron
A (Class 100) 3500 None Lessthan 1
(Laminar - Airflow
workstation)
B (Class 100) 3500 None Lessthan 5
C (Class 10000) 3,50,000 2000 Less than 100

(3) The physica and chemicd operations used for the manufacture of plasma
fractionation shall maintain high yield of safe and effective protein.

(4) The fractionation procedure used shall give a good yield of products meeting
the in-house quality requirements as approved by the Licensing Authority and
Central Licence Approving Authority reducing the risk of microbiological
contamination and protein denaturation to the minimum.

(5) The procedure adopted shall not affect the antibody activity and biological
half-life or biological characteristics of the products.
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E. VIRAL INACTIVATION PROCESS:

The procedure used by the licensee to inactivate the pathogenic organisms such
as enveloped and non-enveloped virus, especialy infectivity from HIV | & HIV I,
**[(Hepatitis B surface antigens and Hepatitis C Virus antibody)], the vira
inactivation and validation methods adopted by the licensee, shall be submitted for
approval to the Licensing Authority and Central Licence Approving Authority.

NOTES

(1) No preservative (except gabilizer to prevent — protein denaturatin such as
glycine, sodium chloride or sodium caprylate) shall be added to Albumin,
Plasma Protein Fraction, Intravenous Immunoglobulins or Coagulation Factor
Concentrates without the prior approval of Licensing Authority and Central
Licence Approving Authority.

(2) The licensee shall ensure that the said stabilizers do not have deleterious
effect on the final product in the quality present so as not to cause any untoward
or adverse reaction in human beings.

F. QUALITY CONTROL:

Separate facilities shall be provided for Quality Control such a Hematological, Bio-
chemical, Physico-chemical, Microbiological, Pyrogens, Instrumental and Safety
testing. The Quality Control Department shall have inter alia the following principal
duties, namely :-

(1) To prepare detailed instructions for carrying our test and analysis.

(2) To approve or reject raw material, components, containers, closures, in-
process materials, packaging material, labeling and finished products.

(3) To release or reect batch of finished products which are ready for
distribution.

(4) To evaluate the adequacy of the conditions under which raw materials, semi-
finished products and finished products are stored.

(5) To evaluate the quality and stability of finished products and when necessary
of raw materials and semi-finished products.

* *Subs. by G.O.l Notification G.S.R. N0.40(E) dt 29-01-2001 w.e.f. 01.06.2001
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6) To review production records to ensure that no errors have occurred or if
errors have occurred that they have been fully investigated.

(7) To approve or regect all procedures, or specifications impacting on the
identity, strength, quality and purity of the product.

(8) To establish shelf-life and storage requirements on the basis of stability tests
related to storage conditions.

(99 To establish and when necessary revise, control procedures and
specifications.

(10) To review complaints, recalls, returned or savaged products and
investigations conducted there under for each product.

(11) Toreview Master Formula Records/Cards periodically.

G. TESTING OF BLOOD PRODUCTS:

The products — manufactured shall conform to the standards specified in the Indian
Pharmacopoeia and where standard of any product is not specified in the
Pharmacopoeia, the standard for such product shall conform to the standard specified
in the United States Pharmacopoeia or the British Pharmacopoeia. The final products
shall be tested for freedom from HIV | and HIV |l antibodies *[(Hepatitis B surface
antigen and Hepatitis C Virus antibody)]

H. STORAGE OF FINISHED PRODUCT ;

(i) The final products shall be stored between two degree centigrade to eight degree
centigrade, unless otherwise specified by the Central Licence Approving
Authority.

(i1)The shelf-life assigned to the products by the licensee shall be submitted for
approval to the Licensing Authority and Central Licence Approving Authority.

I. LABELLING:
The products manufactured shall be labeled as specified in the Indian
Pharmacopoeia, the British Pharmacopoeia or the United Stated Pharmacopoeia
which shall be in addition to any other requirement stated under Part 1X or Part X of
these rules. The labels shall indicate the results of test for *[(Hepatitis B surface
antigen and Hepatitis C Virus antibody)] freedom from HIV | and HIV 1l antibodies.

*Subs. by G.O.I Notification G.S.R. No.40(E) dt 29-01-2001 w.ef. 01.06.2001
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RECORDS:

The licensee shall maintain records as per Schedule U and also comply with Batch
manufacturing records as specified in Paragraph 9 part 1 of Schedule M and any other
requirement as may be directed by Licensing Authority and Central Licence
Approving Authority.

K. MASTERFORMULA RECORDS:

The licensee shall maintain Master Formula Records relating to all manufacturing and
quality control procedures for each product, which shall be prepared and endorsed by
the competent Technical Staff, i.e. Head of the manufacturing unit. The Master
Formula Records shall contain —

(i) the patent or proprietary name of the product along with the generic name, if any,
strength and the dosage form;

(i) a description or identification of the final containers, packaging materials, labels
and closures to be used,;

(iii) the identity, quantity and quality of each raw material to be used irrespective of
whether or not it appears in the finished product. The permissible overage that
may be included in aformulated batch shall be indicated;

(iv) adescription of al vessels and equipments and the sizes used in the process,

(v) manufacturing and control instructions along with parameters for critical steps
such as mixing, drying, blending, sieving and sterilizing the product;

(vi) the theoretical yield to be expected from the formulation at different stages of
manufacture and permissible yield limits;

(vii) detailed instructions on precautions to be taken in the manufacture and storage of

drugs and of semi finished products; and

(viii) the requirements in-process quality control tests and analysis to be carried out

during each stage of manufacture including the designation of persons or
departments responsible for the execution of such tests and analysis.

1. REQUIREMENTS FOR MANUFACTURE OF BLOOD PRODUCTS
FROM BULK FINISHED PRODUCTS.

Where the blood products, such as Albumin, Plasma Protein Fraction, Immunoglobulins and
Coagulation Factor Concentrates are manufactured through the manufacturing activities of
filling and sealing the blood products from bulk powder or solution or both, the requirements
as they apply to the manufacture of blood products from whole blood shall apply mutates
mutandis to such manufacture of blood products, unless other requirements have been
approved by the Central Licence Approving Authority.

*Subs. by G.O.l Notification G.S.R. N0.40(E) dt 29-01-2001 w.ef. 01.06.2001
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'PART X1l — GENERAL

1. For thepurposesof this Schedule, any test or method of testing described in the
Indian Pharmacopoeia shall be deemed to be a method approved by the Licensing Authority.

2. TheLicensing Authority shall publish in the Official Gazette from time to time
particulars of any test or method of testing approved by him.

’SCHEDULE F(l)
PART 1- VACCINES
(A)  PROVISIONS APPLICABLE TO THE PRODUCION OF BACTERIAL VACCINES.

1. Definition- (1) This part of the Schedule applies to bacterial vaccines made from any
micro-organism pathogenic to man or other animal and to vaccines made from other micro-
organisms which have any antigenic value.

(2). For the purposes of this part of the Schedule, a bacterial vaccine means a sterile
suspension of akilled culture of the micro-organism from which the vaccine derives its name
or a sterile extract or derivative of a micro-organism, or a pure suspension of living micro-
organisms which have been previousy made avirulent.

2. Saff of Establishment- A competent expert in bacteriology with sufficient experience
in the manufacture and standardisation of biological products shall be in charge of the
establishment responsible for the production of bacterial vaccine and he shall be assisted by a
staff adequate for carrying out the tests required during the preparation and standardisation of
the vaccines.

3. Proper Name- The proper name of any vaccine shall be the name of the micro-
organism from which it is made followed by the word “Vaccine”

‘Renumbered under Government of India Notification No. F-18-1/46, dated 18-6-43
’Added under Government of India, Ministry of Health F.P., W.H and U.D. Notification No. F.1-6/62-D,
dated 2-7-1969
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unless this Schedule otherwise provides or if there is no other specia provision in the
Schedule, some other name as approved by the Licensing Authority. Provided that in the case
of the undermentioned preparations the proper name of the vaccine may be as follows-

Anthrax Spore Vaccine (Living).

Blackquarter Vaccine.

Enterotoxaemia Vaccine.

Fowl Cholera Vaccine.

Haemorrhagic Septicaemia Adjuvant Vaccine.
Haemorrhagic Septicaemia Vaccine (Broth).

*[7 Multi Component Clostridial Vaccine.

8. Hemorrhagic SepticaemiaVaccine— Alum Treated.]

oUAWNE

4. Records- Cultures used in the preparation of vaccine before being manipulated into a
vaccine, should be thoroughly tested for identity by the generally accepted tests applicable to
the particular micro-organisms.

The permanent records which the licensee is required to keep shall include amongst others, a
record of the origin, properties and characteristics of the cultures.

5. Combined Vaccines Vaccines may be issued either singly or combined in any
proportion in the same container. In the case of combination of vaccines, a name for the
combined vaccine may be submitted by the licensee to the Licensing Authority, and if
approved, may be used as the proper name of the vaccine.

6. Preparation- Bacterial vaccines, simple or polyvaent, are prepared from selected
cultures after careful examination for their identity, specificity, purity and antigencity. They
may be prepared in the following manner:-

(). Formal Culturesor Bacterins The selected pure culture strain or strain are grownin a
suitable fluid medium, a an optimum temperature, for an appropriate period. The pure
growth is then exposed to the action of solution of Formaldehyde I.P. in suitable
concentration and temperature. The product is finally filled in suitable sterilised containers
which are subsequently sealed.

(b) Vaccine of Bacterial Products or Bacterial Derivatives These vaccines are prepared
by growing the organisms on suitable media and then deriving specific antigenic constituents
of the bacteria by various special methods.

*Ins. by G.O.l. Notification No. GSR 659(E) dt 31.8.1994.
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() Living Bacterial Vaccines They are prepared from non-pathogenic but fully
immunogenic strains of micro-organism. Strict aseptic precautions are taken throughout the
preparation against the introduction of microbial contaminants.

7. General Sandards: -

(8) Description- Bacterial vaccines are colourless to yellowish brown liquids containing
dead or viable bacteriain homogenous suspension.

(b) ldentification- All types of vaccines confer active immunity in the susceptible animals
which can be demonstrated by injecting suitable experimental animals with the calculated
doses of the product and subsequently determining the presence of the protective antibodies
in their serum and/or by challenging the vaccinated animals by injecting virulent strain of the
homol ogous organisms. The protected animals should survive the challenge.

(c) Test for Serility- All bacterial vaccines shall be tested for sterility in accordance with
the provision of Rules 115 to 119 (both inclusive). If the vaccine contains added bactericide
or bacteriostatic, a quantity of medium sufficient to render the growth inhibitor ineffective is
added to the sample, or a suitable substance is added to the sample, or a suitable substance is
added in concentration sufficient to render the growth inhibitor in-effective but not itself to
inhibit the growth of micro-organism.

(d) Purity Tests for Living Bacterial Vaccine- Petri-dishes containing suitable media are
streaked with the final product and incubated at 37° C for 72 hours. The vaccine passes the
test if no growth of micro-organisms other than those from which the vaccine was prepared is
observed.  Other tests include examination for motility of the organisms, fermentation
reactions and thermoagglutination test and dye-inhibitor tests in case of bruceliza vaccine.

(e) Safety Test- The safety of the vaccine shall be assessed by injecting it in appropriate
dose in suitable susceptible animals. No animal should show any untoward, general or local
reaction, within seven days after inoculation.

(f) Potency Test- Wherever applicable, susceptible experimental animals are inoculated
with the calculated doses of the final product. The animals are challenged, after the period of
immunisation, with virulent infective dose of the homologous culture along with the controls.
The potency of the vaccine is assessed by the survival of the vaccinated animals and the death
of the controls.

8. Labelling:-

(@ Thelabel on the ampoule or the bottle shall indicate:
(i) Proper name.
(i) Contentsin millilitres or doses.
(ii1) Potency, if any.
(iv) Batch number.
(v) Expiry date.
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(b) The label on the outside container shall indicate:
(i) Proper name.
(i) Contentsin Millilitres or doses.
(iii) Batch number.
(iv) Date of manufacture.
(v) Manufacturing licence No.
(vi) Manufacturer’s name and address.
(vii) For animal treatment only”.
(viii) Storage conditions.

9. Sorage- Bacterial vaccines shall be stored, protected from light at temperature between
2°C to 4°C and shall not be frozen.

10. Date of manufacture- The date of manufacture shall be, unless otherwise specified in the
individual monograph in this part, as defined in clause (b) of sub-rule (3) of rule 109.

Anthrax Spore Vaccine (Living)
1. Synonyms Avirulent Anthrax Spore Vaccine or Bacillus Anthracis Vaccine (Living).

2. Definition- The vaccine is a suspension of living spores of an un-capsulated avirulent
strain of B. anthracisin 50 per cent glycerine saline.

3. Preparation- Avirulent B. anthracis of known antigenicity is grown on suitable medium
at pH. 7.4 in Roux flasks. After 72 hours incubation at 37° C, the pure sporulated culture
growth which shows 70 to 80 per cent sporulation is washed with normal saline and
glycerinated to the extent of 50 per cent by weight of the culture washing and the whole
suspension is kept at room temperature for twentyone days to allow for the stabilization of
the spores.

4. Sandard:-
(a) Description- It is slightly opalescent or pale brown semi-viscous liquid.

(b) Identification- Uncapsulated B. anthracis which is avirulent can be isolated from the
vaccine.

(c) Serility test- Should comply with the test for sterility described in the general
monograph on “Bacterial Vaccine”.

(d) Purity Test- Complies with the “Purity Tests for Living Bacterial Vaccing” described
under the general monograph on “Bacterial Vaccines’.

(e) Safety Test- Four healthy adult guineapigs each weighing 300-450 g. not previously
treated with any material which will interfere with the test are inoculated subcutaneously, two
with 0.2 ml. each and two with 0.5 ml. each of the unglycerinated suspension respectively.
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Four more guineapigs are injected with 1:5 dilution of the glycerinated product in the same
manner. No untoward reaction should be observed and none of the animals should die of
anthrax during the period of observation for seven days.

() Safety and Potency Test in sheep and goat- Spore count of the glycerinated suspension
is made after twentyone days from the date of glycerination. Three plates for each of the three
dilution 10°, 10° and 10" are made.

Eight sheep and eight goats each weighing not less than 18 kg. are injected subcutaneously
in the following manner:-

two sheep : Each subcutaneoudly with 10 ml. of the stock suspension (for safety).

two goats : Each subcutaneously with 5 ml. of the stock
suspension (for safety).

six sheep : Each subcutaneously with one million spores
suspended in 50 per cent glycerine saline solution.

sixgoats : Each subcutaneously with one million spores  suspended in 50 per cent
glycerine saline solution.

None of these animals should die of anthrax. Twenty one days after vaccination, the
animals are challenged with 100 lethal doses of virulent B. anthracis spores along with two
healthy sheep and two goats as controls.

All the controls should die of anthrax within 72 hours after challenge and at least 66 per
cent of the vaccinated animals should survive. The animals shall be observed for a minimum
of ten days from the date of challenge.

[*(g) Viable Count.- The vaccine when plated on suiteble media should show 10 million
viable spores per cattle dose and 5 million spores per sheep dose.]

5. Labelling and Sorage Should comply with the requirements for “Labelling” and
“Storage” aslaid down in the general monograph on “Bacterial Vaccines’.

*[(6) Expiry Date- The date of expiry of the potency of the vaccine shall be not more than
two years from the date of manufacture if stored in 4°C and six months, if stored at room
temperature.]

Blackquarter Vaccine

1. Synonym- Blackleg vaccine or Quarter Evil Vaccine.
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2. Definition-Blackquarter Vaccine is a culture of Clostridium chauvoei grown in a
suitable anaerobic fluid medium and rendered sterile and toxic by the addition of Solution of
Formaldehyde I.P. in such a manner that it retains its immunising properties.

3. Preparation- Cultures of Cl. Chauvoei are grown in a suitable anaerobic fluid medium
and killed by the addition of a suitable concentration of Solution of Formaldehyde |.P. The
final product shall be adjusted to pH.7.0.

4. Sandards:-
(a) Description- It isayellowish brown liquid containing dead bacteria in suspension.
(b) Identification- It protects susceptible animals against infection with CI. Chauvoei.

(c) Serility Test- Should comply with the test for sterility described in the general
monograph on “Bacterial Vaccing”.

(d) Safety and Potency Tests At least six adult healthy guinea-pigs each weighing 300 g to
450 g are injected subcutaneously each with 3 ml. of the product followed a week later by a
second injection with the same dose. They should not show any systemic reaction but may
show only a minimum of local reaction. Fourteen days after the second injection six of the
vaccinated guineapigs are chalenged intramuscularly with 25 viable spores of Cl. Chauvoei
equivalent to 5 c.h.d. dlong with 0.2 ml. of a 5 per cent solution of calcium chloride. Two
controls are used. The controls should die of the specificinjection and at least 4 of the six
vaccinated animals should survive before the product is passed for issue.

5. Labelling and Storage Should comply with the requirements of “Labelling” and
“Storage”’ aslaid down in the general monograph on “Bacterial Vaccines’.

6. Expiry Date- The date of expiry of the potency of the vaccine shall not be more than
twenty -four months from the date of manufacture.

*Subs. by G.O.I. Notification No. G.S.R 659 (E) dt. 31-8-1994.
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Brucella Abortus ( Strain 19Vaccine) (Living)
1. Synonym- Contagious Abortion Vaccine, (Strain 19) (Living).

2. Definition- Brucella Abortus (Strain 19) Vaccine (Living) is a suspension of a pure
smooth living culture of Br. Abortus of low virulence in normal saline solution.

3. Preparation-Forty eight to seventy-two hour old growth of Br. Abortus (Strain 19) on
potato agar medium in Roux flasks washed with buffered normal saline solution pH 6.4 and
the pure growth from the flasks are pooled together, 0.5 ml. of the pooled product is mixed
with 4.5 ml. of normal saline solution at pH 6.4 in graduated centrifuge tube and centrifuged
at 3000 r.p.m for one hour. The percentage of cell deposit is assessed by reading the amount
of cell deposit obtained.

The concentrated suspension is then diluted with buffer normal saline solution so that the
final product contains 0.72 per cent bacterial cell deposit.

4. Sandard:
(a) Description-It is an almost white turbid liquid containing live bacteriain suspension.

(b) Identification- It consists of Gram-negative bacilli capable of protecting susceptible
animals against Brucellosis.

(c) Serility Test- Should comply with the test for sterility described in the general
monograph on “Bacterial Vaccine”.

(d) Purity Test- A smear of the finished products is examined microscopically after staining
by Gram’s method for evidence of any contamination. When grown on suitable media, Br.
Abortusshould be obtained in a pure state.

(e) Safety Test- Two healthy guinea-pigs each weighing 300 g to 450.g are inoculated
subcutaneoudy each with 1.0 ml. of the final product. The guinea-pigs should not show
excessive reaction of atoxic nature during the period of observation of ten days.

(f) Potency Test- Each of a group of four healthy guineapigs, drawn from a uniform stock
and each weighing 300 g. to 450 g. is injected intra-muscularly with 1 ml. of the vaccine, and
is challenged nine weeks after vaccination by the intramuscular injection of 1 ml. of a
suspension containing 5,000 fully virulent Br. Abortus organisms. Each of a group of two
unvaccinated guineapigs is similarly injected. After a further six weeks, the guinea-pigs are
killed and cultures are made from their spleens. More than half of the vaccinated guineapigs
contain no demonstrable Br. Abortusin the spleen; all the controls are infected.

(9) Viable Count- The vaccine when plated on suitable media should show between 14, 000
million and 18,000 million Br. Abortus organisms per ml. At least 80 per cent brucella
organisms should be in the smooth phase.
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5. Labelling and storage Should comply with the requirements of “Labelling” and
“Storage” as laid down in the general monograph on “Bacterial Vaccines’. The liquid vaccine
shall be issued fresh as far as possible without allowing any period of storage after
manufacture.

6.Expiry Date- The date of expiry of the vaccine shall be not more than five weeks from the
date of manufacture.

Enterotoxaemia Vaccine
1. Synonyms Clostridium Wilchii, Type D, Formal Culture: Pulpy Kidney Vaccine.

2. Definition- Enterotoxaemia Vaccine is a culture of a highly toxigenic strain of
Clostridiumtype D, group is an anaerobic medium rendered sterile and toxic by the addition
of Solution of Formaldehyde |.P in such a manner that it retains its immunising properties.

3. Preparation- Selected toxigenic strain of Cl. Welchii type D, is grown in a liquid
medium under conditions which ensure maximum epsilon toxin production. The culture is
checked for purity and toxicity as tested in mice. Solution of Formaldehyde I.P. is added in
suitable concentration and the formolised culture is kept at 37° till the production is sterile
and non-toxic.

4. Sandard-
(8 Description- It is ayellowish brown liquid containing dead bacteriain suspension.

(b) Identification- When injected into susceptible animals it stimulates the production of
epsilon antitoxin of Cl. Welchii, type D.

(c) Serility Test- Complies with the test for sterility described in the general monograph on
‘Bacterial Vaccines'.

(d) Safety and Potency Tests At least eight sheep each weighing not less than 18 kg. or
twelve rabbits each weighing 1 kg. to 1.5 kg. are used for testing the safety and potency of
each brew of the vaccine. Two sheep receive subcutaneously 10 ml. each and the other six
sheep receive each 25 ml. of the product subcutaneously. The rabbits are given
subcutaneously a dose of 5 ml. each. The sheep and rabbits are observed for five days. They
should show only a minimum local reaction and no systemic reaction.

The sheep receiving 10 ml. are withdrawn from experiments after five days. Each of the
other six sheep is inoculated with a second dose of 2.5 ml. fourteen days after the first
injection. The rabbits are inoculated with 5 ml. as a second dose, after one month of the first
inoculation. The day after the second inoculation the sera of sheep or rabbits are pooled
separately. The pooled serum of each group of animal shall contain in each ml. not less than
two international units of Cl.welchii epsilon antitoxin which is determined by testing on mice
asfollows:
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One ml. of the pooled serum is mixed with one ml. of the epsilon toxin of Cl. welchii type
D, containing 300 mouse minimum-lethal-doses (mouse m.1.d.) and kept at room temperature
for half an hour. At least two mice each weighing not less than 18 g. are each given
intravenously 0.2 ml. of the mixture. As control two mice each weighing not less than 18 g.
should each receive 0.2 ml. of the toxin containing 300 mouse m.l.d per ml. diluted with
equal volume of normal saline. The control mice should die within 1 to 2 hours while the
mice receiving the mixture of serum and toxin should survive for & least two days. Sera
containing one International Unit of epsilon antitoxin per ml. will be able to neutralise 150
mouse m.|.d. of epsilon toxin of Cl. Welchii, type D.

5. Labelling and Storage Should comply with the requirements regarding “Labelling”
and “Storage” aslaid down in the general monograph on “Bacterial Vaccines’.

6. Expiry Date- The expiry date of potency of the vaccine shall be not more than  twelve
months from the date of manufacture.

Fowl Cholera Vaccine (Polyvalent)
1. Synonym- Pasteurella Septica Vaccine (Avian).

2. Definition- Fowl Cholera Vaccine is a formolised pure broth culture of virulent strains
of Pasteurella Septica (Avian).

3. Preparation- The strains are grown separately in nutrient broth for 48 hours at 37° C.
The pure growth b killed by the addition of a Solution of Formaldehyde I.P in a suitable
concentration. The cultures are then mixed in equal proportions and the final vaccine is
bottled in suitable containers.

4. Sandard-

(a) Description- It is a yellow liquid containing dead bacteriain suspension

(b) Identification- It protects susceptible birds against P. aviseptica infection.

(c) Serility test- Complies with the test for “Sterility” described under the general
monograph on “Bacterial Vaccines'..

(d) Safety Test- Two healthy young fowls each weighing not less than 400 g. or twelve
healthy mice are innoculated subcutaneously each with 1 ml. of the final product. The birds

should not show any untoward reaction during the period of observation for seven days.

5. Labelling and Storage Should comply with the requirements of “Labelling” and
“Storage” aslaid down in the general monograph on “Bacterial Vaccines’.
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6. Expiry Date- The date of expiry of potency of the Vaccine shall be not more than six
months from the date of manufacture.

Hemorrhagic Septicaemia Adjuvant Vaccine
1. Synonym- Pasteurella Septica Adjuvant Vaccine.

2. Definition- The vaccine is a homogenous suspension of formolised agar-washed
Pasteurella septicawith liquid paraffin and lanolin.

3. Preparation- Pure growth of a highly antigenic strain of P. Septica in phase 1 grown on
nutrient agar medium containing 0.5 per cent yeast extract is washed with 0.5 per cent
formol saline. The pooled suspension is diluted with norma saline to contain
approximately 2100 million P. Septica organisms per ml. The safety test of this adjusted
suspension is conducted on four white mice each weighing not less than 18 g. and observed
for three days before it is mixed with liquid paraffin and lanolin in suitable proportion.

The mixture is blended until a homogenous emulsion is obtained which isfilled in sutaibale
containers.

4. Sandard-
(a) Description- It isawhite thick oily liquid containing dead bacteriain suspension.
(b) Identification- It protects susceptible animals against infection with P. Septica.

(c) Serility Test- It complies with the test for “Sterility” described in the general
Monograph on “Bacterial Vaccines’.

(d) Safety Test- Six white mice each weighing not less than 18 g. are inoculated
intraperitoneally each with 0.5 ml. of the vaccine. None of the mice should die of
pasteurellosis during the observation period for seven days.

(e) Potency Test- Three susceptible calves in good condition between the ages of nine
months to three years are injected intramuscularly, each with 2 ml. of the vaccine, in the case
of animals weighing upto 140 kg. and 3 ml. for heavier ones.

Three weeks later these animals along with two healthy animals of the same type and
species are challenged subcutaneously with 18 hours old broth culture of P. Septica
equivalent to at least 50 million mouse minimum infective dose. Both the controls should die
of pasteurellosis and at least two out of the three protected animals should survive the
challenge dose for a period of seven days.

5. Labelling and storage- Should comply with the requirements for *“Labelling” and
“Storage” aslaid down in the general monograph on “Bacterial Vaccines’.
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6. Expiry Date- The date of expiry of potency of the vaccine shal be not more
than twelve months from the date of manufacture.

Haemorrhagic Septicaemia Vaccine (Broth)
1. Synonym- Pasteurella Septica Vaccine (Broth).

2. Definition- Haemorrhagic Septicaemia Vaccine is formolised culture of avirulent strain
of Pasteurella septicain nutrient broth.

3. Preparation- P.Septica culture is grown in nutrient broth at 37°C. The pure growth is
killed by the addition of a solution of Formaldehyde |.P. in a suitable concentration

4. Sandard-
(a) Description- It isapale yellow liquid containing dead bacteria in suspension.
(b) Identification- It protects susceptible animals against infection with P.Septica.

(c) Serility Test- Complies with the test for “Sterility” described under the genera
monograph on “Bacterial Vaccines'.

(d) Safety Test- Four healthy rabbits each weighing 1 kg. to 1.5 kg. are inoculated
subcutaneously each with 5 ml. of the product. There should be no untoward reaction during
the period of observation for seven days. Alternately two rabbits and six mice may be
employed. The dose for mice will be 0.5 ml.

5. Labelling and Sorage- Should comply with the requirements of “Labelling” and
“Storage” as laid down in the general monograph on “Bacterial Vaccines'.

6. Expiry Date- The date of expiry of potency of the vaccine shall be not more than six
months from the date of manufacture.

Salmonella Abortus Equi Vaccine
1. Synonym- Equine Abortion Vaccine.

2. Definition- Equine Abortion Vaccine is a mixture of equal parts of pure formolised
cultures of smooth laboratory strains of Salmonella abortus equi.

3. Preparation- The strains are grown separately on plain agar in Roux flasks, for 24-28
hours at 37° C. The pure growth is washed with normal saline solution and the washings are
pooled together. The suspension is standardised to contain approximately 600 million
Sal.abortus equi organisms per ml. using normal saline solution as diluent. The culture is
killed by the addition of sufficient quantity of solution of Formaldehyde I.P in a suitable
concentration and the product is kept at 37° C for seven days. Potassium alum is added to
give afinal concentration of 1 per cent
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4. Sandard-
(8 Description- It isan opalescent liquid containing dead bacteria in suspension.

(b) Identification- It protects susceptible animals against infection with Salmonella
Abortus equi.

(c) Sterility Test- Complies with the test for sterility described in the general monograph
on “Bacterial Vaccines'.

(d) Safety Test- Six white mice each weighing not less than 18 g. are inoculated
intraperitoneally each with 0.5 ml. of the product. None of the mice should die of
salmonellosis. The mice are observed for ninety-six hours.

3. Labelling and Storage Should comply with the requirements for “Labelling” and
“Storage” aslaid down in the general monograph on “Bacterial Vaccines'.

4. Expiry Date- The date of expiry of potency of the vaccine shall be not more than six
months from the date of manufacture.

Streptococcus Equi Vaccine.

1. Synonym- Strangles Vaccine

2. Definition- Streptococcus equi Vaccine is a phenolised culture of a number of different
isolates of Streptococcus equi in glucose serum broth.

3. Preparation- Equal proportions of forty-eight hours old pure cultures of different
isolates of Str. Equi in serum glucose both are mixed together. The suspension is centrifuged
and the deposit is washed with normal saline solution after removing the supernatant. The
washed cells are suspended in normal saline and heated in a water bath 65°C for two hours.
Phenol and normal saline are added to give a final concentration of 1200 million Str. Equi
organisms per ml. and 0.5 per cent of phenol in the vaccine

4. Sandard-
(a) Description- Itisadightly opalescent liquid containing dead bacteria in suspension.
(b) Identification- It protects susceptible animals against infection with Str. Equi.

(c) Serility Test- Complies with the test for “ Sterility” described in the general monograph
on “Bacterial Vaccines. The nutrient broth being replaced by glucose broth.
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(d) Safety Test- Two ponies and two rabbits (each weighing not less than 1 kg.) are
inoculated each with 10 ml. and 2 ml. respectively of the final product. The animals should
not show any untoward reaction during the period of observation of seven days.

5. Labelling and Storage Should comply with the requirements for “Labelling” and
“Storage”’ as laid down in thegeneral monograph on “Bacterial Vaccines’

6. Expiry Date- The date of expiry of potency of the vaccine shall be not more than six
months from the date of manufacture.

Old Adjuvant Vaccine against Pasteurellosis in Sheep and Goats.
1. Synonym- Pasteurella Septica Adjuvant Vaccine for ovines and Caprines.

2. Definition- The vaccine is a homogenous suspension of formolised agarwashed
Pasteurella septica of ovine origin with liquid paraffin and lanolin.

3. Preparation- Pure growth of highly antigenic strains (R1, R2, R4) in phase | grown
separately on nutrient agar medium containing 0.5 per cent yeast extract is washed with 0.5
per cent Normal saline. Equal quantities of the suspension of three strains diluted with
Normal saline to contain approximately 2100 million organisms per ml. is pooled together.
The safety test of this adjusted pooled suspension is conducted in for white mice each
weighing not less than 18 g. and observed for three days before it is mixed with liquid
paraffin and lanolin in suitable proportion.

The mixture is blended until a homogenous emulsion is obtained which isfilled in suitable
containers.

4. Sandards
(@) Description- It is awhite thick oily liquid containing dead bacteria in suspension.

(b) Identification- It protects susceptible animals against infection with P.Septica.

(c) Serility Test- Complies with the test for sterility described in the general monograph on
“Bacteria Vaccines'.

(d) Safety Test- Six white mice each weighing not less than 18 g. are inoculated intra-
peritoneally each with 0.5 ml. o the vaccine. None of the mice should die of Pasteurellosis
druing the observation period of seven days.

The vaccine is also inoculated into six sheep and six goats in a dose of 3 ml. each
intramuscularly and are observed for a period of seven days. During this period none should
die of Pasteurellosis.

(e) Potency Test- Not being done at present.
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5. Labelling and Storage - Should comply with the requirements for “Labelling” and
“Storage” as laid down in the general monograph on “Bacteria Vaccines.

6. Expiry Date- The expiry date of Potency of the Vaccine shall be not more than twelve
months from the date of manufacture.

*[ Multicomponent of Clostridial Vaccine

1. Synonyms. — Combined anaculture of Clostridium perfringens type C and D, Cl.
septicum and Cl. oedematies.

2. Defination — It consists of four highly antigenic components containing the toxoids of
C. perfringens type D, CI. Perfringens type C, oedematiens and CI. Septicum which are
prepared in double strength and then combined in such a proportion that would invoke
adequate anti-toxin response in the vaccinated sheep against each antigen incorporated in the
vaccine

3. Preparation — The above strains are grown separately in suitable liquid media under
conditions which ensure maximum toxin production. The cultures are checked for purity and
toxicity in mice. Solution of Formaldehyde |.P. of analytical grade is added to a 0.5 per
cent frinal concentration and formalized cultures are kept at 37°C till the product is
sterilized and atoxic. The formalized anacultures are pooled, precipitated by the addition of
Aluminium Chloride, 20 per cent solution in distilled water to have a final concentration of
the chemical to 10 per cent and pH adjusted to 6.0.the sedimented toxoid is reconstituted to
have its original volume in normal saline.

4. Sandards :- Description— It is whitish liquid when shaken thoroughly to contain killed
bacteria and toxoid in suspension

(a) Identification — When injected to susceptible animals it stimulates the production of
epsilon and beta antitoxins against Cl. Perfrigens type D and C and also antitoxins against
Cl. Septicum and toxin of Cl. Oedematiens

(b) Serility Test — Complies with the test of sterility described in general monograph on
“Bacteria Vaccines.”

(c) Safety Test — Four sheeps each are inoculated with 10ml. S/C of the product and these
are observed for 7 days during which period animals shall not show any local or systemic
reaction

(d) Potency Test — Eight sheep each are inoculated with 2 doses of vaccines S/IC at an
interval of 21 days and bled on 10" day after 2" inoculation for collection of serum for
assessing the antitoxin titre against each antigen incorporated in the vaccine. The post
inoculation serum should contain

*Ins. by G.O.l. Notification GSR No. 659(E) dt 31-8-1994.
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(e) not lessthan 2 i.u. of epsilon and beta antitoxins of CI. Perfringens and 2.5i.u. of CI.
Septicum antitoxin and 4 i.u. of Cl. Oedematiens antitoxin.

5. Labelling and storage - Shall comply with the requirements regarding labeling and
storage as laid down in the general monograph on “Bacteria Vaccines'.

6. Expirty date — The expiry date of potency of vaccine shall not be more than 6 months
from the date of manufacture.

Haemorrhagic Setocaemia VVaccine — Alum Treated
1. Synonyms — Pasterullamultocida/(Y ersiniaMultocida) vaccine — Alum treated.

2. Defination — The vaccine is a formaized culture of a virulent strain of Pasteurella
multocida in nutrient broth treated with potash alum.

3. Preparation - A highly potent strain of Pasteurella multocida type | in Phase | is
grown on nutrient broth at 37°C. The pure growth is killed by the addition of a solution of
Formalin |.P in suitable concentration (0.5 per cent). This is treated with Potassium Alum |.P
to give afina concentration of 1 per cent.

4. Standard-—
(a) Description— It is awhite suspension containing dead bacteria and alum.

(b) Identification— It protects susceptible animals against infection with P.multocida.

(c) Serility Test -- It complies with the test for sterility described under general monograph
on “Bacterial Vaccines..

() Safety Test -- Four healthy rabbits each weighting 1 to 1.5 kg. Are inoculated
subcutaneoudy each with 5 ml. of the product. There shall be no untoward reaction during
the period of observation for 7 days except dight local welling. Alternatively two rabbits and
six mice may be employed. The dose for mice will be 0.5 ml.

5. Labellingand Storage:-- Shall comply with the requirements of labeling and storage as
laid down in the general monograph on “Bacterial Vaccines'.

6. Expiry date — The date of expiry of potency of the vaccine shall be not more than six
months from the date of manufacture.]

(B) PROVISIONS APPLICABSLE TO THE PRODUCTION OF VIRAL VACCINES.
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1. Definition- (i) This part of the Schedule applies to vira vaccines live or inactivated
made from any virus pathogenic to domestic animas and poultry and made from other
modified viruses which have any antigenic value.

(i) For the purpose of this part of the Schedule, a virus vaccine means a sterile suspension
or a freeze dried powder containing the modified living or inactivated virus particles, which
in its original unaltered stage, causes disease from which the vaccine derives i8ts name and
which has been prepared from the blood or tissues of a suitable host in which it has been
grown invivo or from tissue culture.

2. Saff of Establishment- The establishment in which viral Vaccines, are prepared, must
be under the direction and control of an expert in bacteriology with specialized training in
virology and sufficient experience in the production of vira vaccines, and he shall be assisted
by a staff adequate for carrying out the tests required during the preparation and
standardisation of the vaccine.

3. Proper Name- The proper name of any viral vaccine shall be the name of the disease
which is caused by the particular virus from which the vaccine is produced followed by the
word “Vaccine” unless the Schedul e otherwise provides, if there is no special provision in the
Schedule such other name as is approved by the Licensing Authority. Provided that in the
case of the undermentioned preparations the proper name of the vaccine shall be as follows:-

(@) Fowl Pox Vaccines, Chick Embryo Virus (Living).
(i) Fowl Pox Vaccine, Pigeon Pox Virus (Living).
(i)  Horse Sickness Vaccine (Living)

(iv)  Ranikhet Disease Vaccine (Living)

(V) Ranikhet Disease Vaccine F Strain (Living)

(vi)  Rinderpest Goat Adapted Tissue Vaccine (Living)
(vii)  Rinderpest Lapinised Vaccine (Living)

(viii) Rinderpest Lapinised Avianised Vaccine (Living)
(ix)  Sheep and Goat Pox Vaccine (Living)

(x) Swine fever vaccine (crystal violet)

(xi)  Swine fever vaccine lapinised (Living).

*[(xii) Foot and Mouth Dieses Vaccine (Inactivated)
(xii)  Canine Hepatitis Vaccine (Living)]

*[4. Records The seed virus used in the preparation of vaccine shall, before being used for
preparing a batch, be thoroughly tested for purity, safety, sterility and antigenicity by the
generally accepted tests applicable to a particular virus. It shall not be more than five
passages away from the stock seed virus, unless otherwise system at specified passage level
and tested for bacterial, mycoplasma and extraneous viral contamination. The permanent
record which the licensee is required to keep shall include a record of the origin, properties
and characteristics of the seed virus from which the vaccines are made.]

*|ns./Subs. by G.O.1. Natification No. GSR 659(E) dt 31-8-1994.
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5. Tests- Viral vaccine shall be tested for sterility, safety and potency on suitable test
animals and for viability in the case of live vaccines.

(a) Serility Test- All vaccines shall be tested for sterility in accordance with rules 115 to
119. If the vaccine contains added bactericides or bacteriostatic, a quantity of medium
sufficient to render the growth inhibitor ineffective is added to the sample or a suitable
substance is added in a concentration sufficient to render thegrowth inhibitor ineffective but
not itself to inhibit the growth of microorganisms.

(b) Safety Test- Suitable laboratory animals or large animals or birds may be employed to
test the vaccine for safety. Details of the safety test are given in the individual monograph.

(c) Potency Test- All virus vaccines for which potency test has been prescribed shall be
tested for potency and only those which pass the potency test shall be issued. Details of the
potency test are given in the individual monograph.

6. Storage Live vira vaccines shall be stored, protected from light at sub-zero temperature
asrequired. Other viral vaccines shall be stored at 2 ° Cto 4 ° C but shall not be frozen.

7. Condition of housing of animals- (i) The animals used in the production of vaccine must
be housed in hygienic conditions in premises satisfactory for this purpose.

(i) Only healthy animals may be used in the production of vaccine. Each animal intended
to be used as a source of vaccine must, before being passed for the production of vaccine be
subjected to a period of observation in quarantine for at least seven days. During the period of
quarantine the animal must remain free from any sign of disease and must be well kept.

[*(iii) The poultry birds from which eggs and cell culture for production of vaccines are
obtained should be housed in a manner so as to keep them free from extraneous infection and
shall be screened at frequent intervals for common bacterial, mycoplasmal and viral infection.
The record of the tests and their results shall be maintained by the manufacturers.]

8. Labelling- The provisions of “Labelling” as laid down for Bacterial Vaccines shall also
apply to Vira Vaccines. The following additional information shall also be included on the
label of the outside container.

0] The name and percentage of bacteriostatic agent contained in the
vaccine.

(i) If the vaccine as issued for sale contains any substance other than the
diluent, the nature and strength of such substance.

9.Date of Manufacture- For the purpose of this part of the Schedule, the date of
manufacture shall be what is given unless otherwise stated in the individual monograph, as
defined in sub-clause (b) of sub-rule (3) of rule 109.

*Ins. by G.O.l. Notification No. GSR 659(E) dt 31-8-1994.
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Fowl Pox Vaccine Chick Embryos Virus (Living)
1. Synonym- Egg adapted Fow! Pox Vaccine (Living)

2. Definition- Fowl-pox vaccine, Chick-Embryo Virus (Living) is a suspension of a
modified living virus (e.g. Mukteswar Strain) prepared from the chorioallantoic membrane
(CAM) of the infected embryo and is either freeze dried or is issued & glycerinated liquid
vaccine.

3. Preparation- Active chick-embryos obtained from Salmonella pullorum free flock, are
used. *[Twelve to thirteen days old embryos are injected with a suitable dilution of the
suspension of the infected membrane (seed virus) of chick embryo adopted fowl pox virus.]
The suspension of the stock seed virus is dropped on the CAM. After an incubation at 37°C
for a suitable period membranes showing discrete or confluent lesions (pocks) are harvested.
These are homogenised with adequate quantity of antibiotics (penicillin and streptomycin)
ampouled in 0.5 ml. quantities and freeze dried.

4. Sandard-
(a) Description- Light mauve coloured scales.

(b) Identification- When reconstituted vaccine is applied to scarified area of the skin of a
fowl it produces characteristic lesions of fowl pox. This product should afford protection
against fowl pox.

(c) Moisture Content- Moisture Content in the finished product should not exceed 1.0 per
cent.

(d) Safety Test- For testing each batch of fowl pox vaccine twelve healthy cockerels, or
other suitable young chicken each weighing not less than 400 g. from the same source are
taken. This group of twelve birds isimmunized at least twenty-one days previous to the test,
with fowl pox vaccine. The vaccine under test is reconstituted in 5 ml. of 50 per cent
glycerine saline and administered to fowls as follows:-

Three of the test birds are injected subcutaneously with 0.8 ml. or 10 times the field doses
of the vaccine under test. This group serves to indicate whether the product is free from other
viruses and bacteria causing septicaemia or not.

Three of the test birds are injected intratrecheally with 0.3 ml. or 10 times the field dose of
vaccine under test. This group serves to indicate whether the product is free from the virus of
infectious laryngotracheitis and similar disease.

Three of the test birds are injected intranasally with 0.2 ml. of the vaccine under test. This
group serves to indicate whether the product is free from the virus of Coryza and similar
disease.

* Amended by G.O.l. Notification No. GSR 659(E) dt 38-8-1994
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The three remaining birds serve as controls. They are isolated and kept under observation
for twenty-one days. The birds that succumb during the period of twenty-one days are
subjected to a careful postmortem examination. The product is withheld from issue until the
vaccine and the test birds are shown to be free from the causative agents of any extraneous
disease.

(e) Serility test- Complies with the tests for sterility as described under the genera
monograph on “viral vaccines’.

(f) Potency Test- For testing of potency three unsusceptible birds each weighing not less
than 400 g. are vaccinated using the field dose by the stick method and examined for “takes’.
Three weeks after vaccination these birds along with two unvaccinated controls are exposed
to challenged virus and observed for fourteen days. The vaccinated birds should not manifest
any reaction, while he controls should show active “takes’.

5. Labelling- Should comply with the requirement for “Labelling” as laid down in the
general monograph on “Vira Vaccines” .

6. Storage and Expiry date- Freeze dried vaccine shall be expected to retain its potency for
periods at temperatures as specified below:-
-15 ° Cto - 20° C- Twenty four months.
2° C to 4°C- Twelve months.
Room temperature upto one month.
The liquid vaccine shall be expected to retain its potency for periods and temperatures as
specified below:-
2° C to 4 °C—sx months.
Room temperature- seven days.

Fowl- Pox Vaccine Pigeon Virus (Living)
1. Synonym- Fowl Pox Vaccine (Pigeon pox scab).

2. Dfinition- Fowl vaccine, pigeort pox virus (living) consists of pigeon pox virus in
scabs collected from artificially infected pigeons and dried.

3. Preparation- Healthy pigeon are scarified on the legs and breast, with a suitable
dilution of the suspension of pigeonpox virus. The pigeons reacting satisfactorily and
showing good takes are selected and the superficial skin layer scraped by means of sharp
scalpel. The material so collected is freed from feathers, homogenised and dried or freeze
dried. Thedried pulp is powdered, sieved and ampouled in 0.3 g. quantities and sealed

4.. Sandard-

(a). Description- Light cream coloured powder.
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(b).ldentification- When applied to feather follicles by vigorous rubbing, it produces mild
reaction in fowls. The product should afford protection to fowls upto six weeks against fowl
pOX.

(c). Safety Test- For testing a batch of vaccine, twelve healthy cockerels, o other suitable
young chicken from the same source are made available at the same time. This group of
twelve birds is immunised at least twenty -one days previous to the test with fowl pox
vaccine. The vaccine under test is reconstituted in 10 ml. of 50 per cent glycerine saline and
administered to fowls asfollows:. -

Three of the test birds are injected subscutaneously with 0.3 ml. or 10 times the field dose
of the vaccine to be tested. This group serves to indicate whether the product is free from
organisms of septicaemia disease.

*[Three of the test birds are injected intrathicheally with 0.2ml of 10 times of the field dose
of the vaccine under test. This group serves to indicate whether the product is free from the
virus of infectious laryngotracheitis and similar diseases.]

Three of the test birds are injected intranasally with 0.2 ml. of the vaccine to be tested. This
group serves to indicate whether the product is free from virus of Coryza and similar
diseases.

The three remaining birds serve as ntrols. All the birds under test are isolated and held
under observation for twenty-one days. All those that succumb are subjected to careful post
mortem examination. The product is withheld from issue until the vaccine and test birds are
shown to be freefrom the causative agents of any extraneous diseases.

(d) Serility Test- Complies with the tests for sterility described, under the genera
monograph on “Viral Vaccines'.

(e) Potency Test- For testing the potency of a batch of vaccines three susceptible birds
each weighing not less than 400 g. are vaccinated using the field dose by the follicular
method and examined for ‘takes . Three weeks after vaccination these birds and two healthy
susceptible controls are exposed to challenge virus and are observed for fourteen days. The
vaccinated birds shall manifest no reaction, while the controls must have active “takes’.

5. Sorage and Labelling- Should comply with the requirements of ‘Labelling’ as laid
down in the general monograph on “Viral Vaccines'.

6. Expiry date- The vaccine shall be expected to retain its potency for periods at
temperature as specified below:-

-15 ° C to- 20 °C--- two years.
2° C to 4 °C--- twelve months.
Room temperature- Upto one month.

*Ins. by G.O.l. Notification No. GSR 659(E) dt 31-8-1994.
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Fowl Pox Vaccine Pigeon Pox- Chick Embryos Virus (Living)
1. Synonym- Chick embryo adapted pigeon pox vaccine (Living)

2. Definition- Fowl pox vaccine (Pigeon Pox virus) chick embryo adapted virus (living) is
a suspension of a modified living virus prepared from he chorioallantoic membranes of the
infected embryos and isfreeze dried.

3. Preparation- Active chick embryos obtained from Salmonella Pullorum free stock are
used. Twelve to thirteen days old embryos are injected with a suitable dilution of the
suspension of the infected membrane (stock seed virus) of chick embryo adapted pigeon pox
virus. The suspension of the stock seed virus is dropped on the membrane. The noculated
eggs are incubated at 37 ° C for four days. One of the fourth day embryos that are living, are
removed to a refrigerator for chilling for about one hour. Membranes showing discrete
lesions (Pocks) are harvested. These are homogenised with adequat e quantities of antibiotics,
ampouled in 0.5 ml. quantities and freeze dried.

4. Standards
(a) Description- Light mauve coloured scales.

(b) Identification- When reconstituted vaccine is applied to scarified area of the skin of a
fowl, it produces characteristics lesions of Fowl Pox. This product should afford protection
against pox.

(c) Moisture content- Moisture content in the finished product should not exceed 1.0 per
cent.

(d) Safety test- For testing each batch chicks aged four to six weeks from the same source
are taken. This groups of twelve birds is immunised at least twenty-one days previous to the
last, with fowl-pox vaccine. The vaccine under test is reconstituted in 3 ml. of normal saline
solution and administered as under -

Three of the test chicks are injected subcutaneously with 0.3 ml. or 10 times the field dose
of the vaccine under test. This group serves to indicate whether the product is free from other
viruses and bacteria causing of septicaemia or not.

Three of the test chicks are injected intra-tracheally with 0.3 ml. or ten times the field dose.
This group serves to indicate whether the product is free from the viruses of infections
laryngeotracheiti and similar diseases.

Three of the test chicks are injected with 0.2 ml 1/N of the vaccine under test. This group
serves to indicate whether the product is free from the virus of coryza and similar diseases.
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For remaining three chicks serve as controls. They are isolated and kept under observation
for twenty-one days. The birds that succumb during the period of observation are subjected to
careful post-mortem examination. The product is withheld from issue until the vaccine and
the test birds are shown to be free from the causative agents of any extraneous disease.

In addition to the above, similar goups of pigeons aged six to nine months old are aso
injected in asimilar in a similar way to eliminate psittacosis.

(e) Serility Test- Should comply with the tests for sterility described under the general
monograph on ‘Vira Vaccine'.

(f) Potency test- For testing potency of a batch of vaccine three susceptible chicks of three
to four weeks of age are vaccinated by feather forthicle method ( a few forthicles on one leg
are injected) and these are examined for ‘takes'.

Three weeks after vaccination these chicks along with two unvaccinated chicks are exposed
to challenge virus (virulent fowl pox virus) and observed for fourteen days. The vaccinated
chicks should not manifest any reaction while controls should show active ‘takes' .

5. Labelling- Should comply with the requirements for ‘Labelling’ aslaid downin the
general monograph on *Viral Vaccines'.

6 Sorage- The Freeze dried product is expected to retain its potency for periods and
temperatures as specified below:-

-15° Cto 20° C-two years
2° Cto 4 ° C- twelve months.
Room temperature- up to one month.

Sheep Pox Vaccine (Living)
1. Synonym- Sheep Pox vaccine; Goat pox vaccine.

2. Definition- Sheep pox vaccine consists of sheep pox virus collected from sheep
artificially infected with sheep pox virus and freeze dried.

3. Preparation- Healthy yearling sheep are infected artificially by subcutaneous infection
on the undersurface of the previously shaved abdomen with 200- 300 cc. of the freeze dried
sheep pox virus (seed material) diluted in 1 : 1 Normal saline solution. On the sixth or
seventh day after injection oedematous swelling develops in the injected area with thermal
reaction. The sheep which develop good swelling are slaughtered and the gelatinous material
present under the skin in the infected area is collected under sterile conditions. This material
is mixed with 2 parts by volume of sterile peptone broth of pH 7.2 and homogenised. The
homogenised suspension is filtered, ampouled in 0.5 ml. quantities and freeze dried.

4. Sandard-
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(a) Description- White scales.

(b) Identification- Reconstituted vaccine when applied over the scarified area of the skin of
the abdominal region of sheep will produce characteristic local lesion of pox.

(c) Moisture content- The moisture content should not exceed 1.0 per cent.

(d) Safety test- Two rabbits each weighing not less than 1 kg. are injected subcutaneously
each with 1 ml. of 1 : 100 dilution of the vaccine in normal saline solution. These animals are
observed for fourteen days. These animals are observed for fourteen days.

(e) Serility Test- Complies with the tests for sterility described under the genera
monograph on ‘Viral Vaccines'.

() Potency Test- Four yearling sheep are vaccinated on the inner surface of the ear by
scarification method. The contents of one ampoule of F.D. Sheep Pox vaccine are constituted
in 10 cc. of 50 % glycerin saline solution, characteristic takes develop in the scarified area
with ulceration and scab formation. Three weeks later these and two more susceptible sheep
(Controls) are challenged by scarifying with a suspension of the previous brow of the vaccine
of the undersurface of the abdomen. The controls should develop typical lesions of pox and
the vaccinated should remain normal.

(g) Labelling- Should comply with the requirements of ‘labelling’ as laid down in the
general monograph in ‘Vira Vaccing.

(h) Storage and expiry date- The vaccine is expected to retain potency for period and
temperature as specified below:-
-15° Cto— 20° C- two years
2° Cto4° C- three months.
Room temper ature- Fifteen days.

Horse Sickness Vaccine (Living)

1. Synonym- African Horse Sickness Vaccine, Mouse adapted Polyvaent Horse Sickness
Vaccine (Living).

2. Definition- Horse sickness vaccine is a suspension of live mouse adapted strains of
Horse Sickness Virus (onderstepoort) prepared from the brains of infected mice and is freeze
dried.

3. Preparation- Thirty to thirty - five days old white mice are infected intracerebrally with
0.005 ml. of asuitable dilution of the seed virus (6 or 7 types, as the case may be). Groups of
large numbers of mice are injected separately with each type of the virus and are housed at 27
° Cto32° C. A maority of these become paralytic on the third and fourth day when they are
sacrificed and their brains collected and stored & — 15 ° C to — 20 ° C till the day of
processing. For preparing the polyvalent vaccine, equal number of brains collected from mice
infected with different types of the virus are homogenised with 5-10 times its volume of
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sterile lactose buffer medium (pH 7.2 )containing antibiotics. The suspension is centrifuged at
1500 r.p.m. for five minutes. The supernatant liquid is distributed in ampoules in suitable
quantities and freeze dried.

4. Sandard-
(&) Description- White scaly material.
(b) Identification- This product affords protection to horse against horse sickness.

(c) Safety Test- Four healthy mice thirty to thirty-five days old are injected intraperitoneally
with 0.2 ml. of 10:1 dilution of the vaccine and kept under observation for ten days. All the
mice should remain normal throughout the period of observation.

(d) Serility Test- Should comply with the test for sterility described under the general
monograph on ‘Vira Vaccine'.

(e) Viability Test- Each batch of vaccine is titrated in tenfold dilutions using four mice of
thirty to thirty-five days old for each dilution. Each mouse is injected intracerebraly with
0.05 and kept under observation for ten days. Mortality and survival ratios are noted and Ld
50 is determined. The minimum acceptable titre is 10-4 Ld 50 per 0.05 mlL

(5) Labelling - Should comply with the requirements of ‘labelling’ as laid down in the
general monographin ‘Viral Vaccine'.

(6) Storage- The vaccine may be expected to retain its potency for twelve monthsif stored
-15° Cto—-20° C and about six monthsif stored in refrigerator at 2 ° Cto—4° C.

Rabies Vaccine ( nactivated)
1. Synonym- Antirabic Vaccine (Inactivated)

2. Definition- Rabies vaccine is a suspension of the brain tissue of animals, that have been
infected with a suitable strain of rabies fixed virus, inactivated with phenol or some other
suitable agent.

3. The following particulars relating to this vaccine are the same as those relating to
Antirabic vaccine described in Part D of Schedule F to these rules, namely:-

(i) Strain of fixed Rabies Virus to be used;
(i) Staff of Establishment;

(iii) Condition and housing of animals;

(iv) Precaution to be observed in preparation;
(v) Records,

(vi) Issue
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4. Preparation- Healthy sheep or any other suitable species of anima are inoculated
subdurally or intracerebrally with an appropriate dose of suspension of a suitable strain of
rabbit brain passaged rabies fixed virus. The sheep or animals which get paralysed from the
sixth day onwards after the inoculation are sacrificed and thar brains collected aseptically.
Brain tissue is weighed individually and a suspension of suitable concentration of brain tissue
prepared in buffered saline is strained through gauze. The suspension treated with phenol or
some other suitable inactivating agent is incubated for an appropriate period.

5. Sandard -
(a) Description- A grey to pale yellow opalescent suspension

(b) Identification- Appropriate doses protect mice against subsequent intracerebral
inoculation with suitable strain of fixed rabies virus.

(c) Sefety test- Not less than five mice, each weighing at least 18 gm., are inoculated
intracerebrally with not less than 0.03 ml. of the suitably diluted vaccine. None of the animals

should show symptoms of rabies or die of the disease during period of observation of three
weeks.

(d) Sterility Test- Should comply with the test for sterility described under the general
monograph on ‘Viral Vaccine'.

6. Labelling- Should comply with the requirements of ‘Labelling’ as laid down in the
general monograph on ‘Viral Vaccines'. In addition the label in the container shall
indicate the percentage of brain tissue present in the vaccine.

7. Sorage- The vaccine may be expected to retain its potency for about six months if
stored in refrigerator at 2° to 4 ° C.

Rabies Vacdne (Living)

1. Definition- Rabies vaccine (living) is a freeze-dried suspension of chick-embryo tissue
infected with a suitable attenuated strain of rabies virus

2. Preparation- It may be prepared by the following method. Seed virus consisting of a
suspension of the Flury or other suitable strain of chick adapted virus that has been
maintained by passage in chick embryos is injected into the yolk-sacs of fertile eggs
incubated for a suitable period. After incubation for a further ten days, the embryos are
harvested and ground in water for injection to give 33 percent suspension. The suspension is
centrifuged to remove coarse particles and the supernatant fluid is distributed into ampoules
in 3 millilitre quantities, and freeze dried. The vaccine is reconstituted immediately before
use by adding 3 millilitres of water for injection to the contents of an ampoule.

3. Sandard- It complies with the requirements of general standard of viral vaccines for
abnormal toxicity, sterility, and labelling with the following additions.
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(a) Description- Dry honey-coloured flakes or powder, readily dispersible in water.

(b) Identification- It protects guinea pig against a subsequent inoculation of rabies street
virus. It is distinguished from the inactivated Rabies vaccine by its ability to produce rabies
encephalitic on intracerebral injection into mice

(c) Safety- The guinea pigs used in the test for potency should not show any marked local
or systemic reaction during the three weeks following injection with the vaccine.

(d) Serility Test- Complies with the tests for sterility described under the genera
monograph on ‘Vira Vaccine'.

(e) Potency Test- The contents of an ampoule are dispersed in water for injection to give a
5 per cent suspension and not fewer than twenty guinea pigs, drawn from a uniform stock and
each weighing 350 g. to 500 g., are each injected intramuscularly with 0.25 ml. of this
suspension. Three weeks later, these guinea pigs and an equa number of similar
unvaccinated control guinea pigs are each inoculated with 0.1 ml. of a suitable dilution of
canine salivary gland suspension of street virus which is maintained as a 20 per cent
suspension at 70 ° C or lower. The guinea pigs are observed for thirty days; not less than 80
per cent of the control guinea pigs die of rabiesand not less than 70 per cent of the vaccinated
guinea pigs are protected.

4. Storage Freeze-dried vaccine should be stored at refrigeration temperatures of 2 ° C to
4°C.

5. Labelling- The life of the vaccine at room temperature and at refrigeration temperature
should be stated on the label.

6. (@) Action and uses- Rabies vaccine (living) is used for the prophylactic inoculation of
dogs against rabies; one injection should provoke a serviceable immunity lasting for at least a
year. The vaccine has been used to alimited extent on cattle.

(b) Dose- By intramusclar injection: Dogs, the contents of one ampoule reconstituted in 3
ml. of water for injection; cattle five times the dog dose.

Ranikhet Disease Vaccine (Living)
1. Synonym- New castle Disease Vaccine (Living); pheumoenteritis Vaccine (Living).

2. Definition- Ranikhet Disease vaccine is a suspension of a modified living virus e.g.
(Mukteswar strain) prepared from infected embryos and fluids and is freeze dried.

3. Preparation- Good fertile eggs obtained from Salmonella pullorum free flock are
incubated in an egg incubator. Ten days old vigorous embryos are infected with 0.1 ml. of a
suitable dilution of a suspension of the virus. Inoculation is done in the allantoic cavity.
Embryos are incubated at a suitable temperature. Eggs showing dead embryos twenty-four
hours after incubation are discarded. After forty-eight hours incubation the eggs are candled
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and those showing dead embryos are chilled for a suitable period of time, while embryos
alive beyond forty-eight hours are discarded. The fluids and embryos are then collected and
spot haemogglutination carried out. The material is homogenised in a blender and ampouled
in aiquots of 0.5 ml. quantities and freeze-dried.

4. Sandards
(a) Description- Light brown scales.
(b) Identification- This product affords protection to fowls against Ranikhet Disease.

(c) Safety Test- For testing each batch of freeze dried Ranikhet Disease Vaccine, twelve
healthy young chickens, all from the same source each weighing not less than 400 g. are
taken and immunised against Ranikhet Disease. Fourteen days later, these birds, are tested as
follows with the contents of one ampoule suspended in 100 ml. of normal saline.

Three of the test birds are injected intratracheally with 0.1 ml. equivalent to ten times the
field dose of the vaccine to be tested. This group serves to indicate whether the product is free
from viruses or organisms of speticaemiadisease.

Three of the test birds are injected intratracheally with 0.1 ml. equivalent to ten times the
field dose of he vaccine to be tested. This group serves to indicate whether the product is free
from the virus of infectious laryngotracheitis, *[ ] and similar diseases.

The three remaining birds serve as controls.

**[Three of the test birds are injected intranasally with 0.2ml of the vaccine to be tested.
This group serves to indicate whether the product is free from virus of Coryza and similar
diseases.]

All the treated birds and controls are observed daily for fourteen days. All the test birds that
succumb are subjected to careful postmortem examination. The product is not issued until the
birds under test are shown to be free from the causative agents of any extraneous diseases.

(e) Serility Test- Should comply with the test for sterility described in the genera
monograph on ‘Vira Vaccine'.

(f) Potency Test- Four susceptible birds eight to twelve weeks old and each weighing not
less than 400 g. are vaccinated by injecting subcutaneously 1 ml. of a 10° dilution of the
product. Two weeks after vaccination these birds and four non-protected birds are challenged
by injecting subcutaneously each with 1.0 ml. of a 1: 100 dilution of virulent virus (liver and
spleen suspension) or 1.0 ml. of a1 : 100 dilution of fluid from the embryo infected with
virulent Ranikhet Disease virus. The non-protected birds should show symptoms of Ranikhet
Disease and die and all the protected birds should remain normal during an observation
period of fourteen days.
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5. Labelling- Should comply with the requirements of ‘Labelling as laid down in the
general monograph on ‘Viral Vaccines'.

6. Storage The vaccine when stored at — 15 ° C to— 20 ° C. may be ex pected to retain the
potency for about one year and about three months if stored in arefrigerator at 2° Cto 4 ° C.
The product should not be sued if stored for more than ten days outside the refrigerator.

* The word “Coryza omitted as per G.O.I. Natification No. GSR 659(E) dt. 31-8-1994.
** |ns. as per G.O.l. Notification No. GSR 659(E) dt. 31-8-1994
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Ranikhet Disease Vaccine F strain (Living)
1. Synonyms New castle disease vaccine F Strain (Living).

2. Definition- Ranikhet disease vaccine F. strain is a suspension of a naturally modified
living virus (F strain) prepared from the infected embryos, devoid of beaks and eyes and
fluids in afrozen dtate.

3. Preparation- Good fertile eggs obtained from salmonella pullorum free flock are
incubated in an egg incubator. Eight days old vigorous embryos are infected with 0.1 ml. of 1
: 100 suspension of Ranikhet Disease vaccine F strain virus. Inoculation is done viathe
allantoic cavity. Embryos are incubated at 37° C. Eggs are candled every day upto four days
and the dead ones are discarded. Final candling of the embryos is carried out on the fourth
day and only the living ones are chilled in arefrigerator for one hour. The fluids embryos are
collected separately. The fluids are tested for spot haemagglutination and sterility test is
carried out. The beaks and eyes bals of the embryos are removed. The materias are
homogenised with adequate quantities of antibiotics in a cool warning blender and ampouled
in aliquots of 0.5 ml. quantity and freeze dried.

4. Sandard-
(8) Description- Light brown scales.

(b) Identification- This product affords protection to baby chicks against Ranikhet disease.
(c) Moisture content- The moisture content should not exceed *[1.0] per cent.

(d) Potency test-  For testing each batch of the vaccine twelve one-day old chicks are
given two drops 1/N o the field dose of the vaccine (5 ampoules selected at random may be
reconstituted in 50 ml.) of cold normal saline solution. These are observed for fourteen days
and the vaccinated chicks should remain normal throughout the period of observation. This
serves the safety test also.

On the fourteen days the vaccinated chicks are challenged two drops with 1 : 50 virulent
Ranikhet Disease virus alongwith 8 control chicks. Four of the controls receive two drops
N of the virulent virus while the rest of the four receive 0.5 ml. of the virulent virus. The
control chicks should succumb to the challenge virus showing symptoms of Ranikhet Disease
while the protected chicks should remain normal throughout the observation period of
fourteen days.

() Serility Test- Should comply with the tests for sterility described in the genera
monograph on ‘Viral Vaccine

* Amended as per G.O.I. Noatification No. GSR 659(E) dt. 31-8-1994
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5. Labelling- Should comply with the requirements of ‘Labelling as laid down in the
general monograph on ‘Viral Vacadne'.

6. Storage- The vaccine when stored at — 15 ° C to—20 ° C may be expected to retain the
potency for about one year and about three months if stored in arefrigerator at 2° Cto 4 ° C.
when removed from the refrigerator, the product should not be used later than ten days.

Rinderpest Goat adapted Tissue Vaccine (L iving)
1. Synonym- Goat-adapted Cattle Plague Vaccine; Goat Tissue Vaccine (Living).

2. Definition- Rinderpest Goat-adapted Tissue Vaccine is the homogenised freeze dried
preparation of spleen pulp of goats artificially infected with the suitable strain of rinderpest
virus.

3. Preparation- Healthy susceptible goats are quarantined for a period of ten days. After
this period a batch of selected goats are injected subcutaneously with 2 ml. of a suitable
dilution of the suspension of the seed virus. The donor goats are sacrificed after a suitable
period when the titre of the virus in the animal body is expected to be maximum, usually four
days, and the spleen from animals free from any pathological change or signs are collected
under sterile conditions. Smear from each spleen is examined microscopically to exclude
spleen which are contaminated from the production batch.

The spleen is freed from fat and fascia and is blended into a smooth pulp in a grinder. The
pulp is spread on a shallow dish of glass or stainless steel and is freeze dried.

The freeze-dried pulp is then ground into a fine powder and sieved. The powder is
ampouled in 0.25 g. or 0.125 g. quantities and freeze-dried.

4. Sandard-

(a) Description- Dark brown or chocolate coloured scales or powder.

(b) Identification- The product affords protection to susceptible animals against rinderpest.
(¢) Moisture content- Not more than 1.0 per cent.

(d) Safety Test- Each batch of vaccine shall be tested for safety in laboratory animals and
cattle or buffalo calves as follows: -

() Small animals- At least two guinea pigs each weighing 300 g. to 450 g. and two adult
rabbits each weighing 1 kg. to 1.5 kg. should be injected each with 1 ml. of 1. 100 suspension
of the vaccine subcutaneously and kept under observation for seven days. None of the
animals should die. Alternatively, a batch of six white mice each weighing not less than 18 g.
may be used, each mouse receiving 0.5 ml. of adilution 1 : 100 suspension subcutaneously.
None of the animals should die.
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(i) Large animals- Either cattle of good grade of susceptibility (hill cattle) or buffalo calves
may be employed. For each batch of vaccine, three animas should be injected
subcutaneoudly with 1 ml. of 1 : 8000 dilution of the vaccine. These animals should be kept
under observation for twelve to fourteen days. None of the animals should show any
untowards reactions.

(e) Serility Test- Complies with the tests for sterility described under the genera
monographin* Vira Vaccine'.

(f) Potency Test- The animals receiving 1 ml. of 1 : 8000 dilution of vaccine used under
safety test mentioned above and kept under observation for fourteen days, should be
challenged with 1 ml. of 1 per cent suspension of stock Rinderpest Virulent virus. None of
the animals should die of rinderpest within a period of ten days. This test serves as a short
potency test for each of the batches.

For conducting a detailed potency test the following procedure may be followed:-

Dilution 1: 8000, 1: 12,000 and 1 : 16,000 shall be tested and for each dilution three
susceptible cattle or buffalo calves should be used. Each animal is inoculated subcutaneously
with 1 ml. of adilution of the vaccine, followed twelve to fourteen days later with a standard
challenge dose of virulent rinderpest bull virus containingin 1 ml. of a 1 : 100 suspension of
spleen tissue. Two unvaccinated bovines, each receiving the same quantity of the challenge
dose acts as controls. These are kept under observation for fourteen days. The end point of
protection titre is assessed on the death or survival rate and the dose contained in one gramme
of vaccine calculated on the basis of 20 to 40 minimum protective doses being equivalent to
one vaccination dose.

(g) Virulence and viability Test- Two to four goats each weighing not less than 18 kg. are
injected with 2 ml. of 1 : 100 suspension of the vaccine and kept under observation for ten
days. These animals should show reaction characterised by pyrexia (rise of about 2° C)
anorexia and dullness.

5. Labelling- Should comply with the requirement of ‘Labelling’ as laid down in the
general monograph on * Viral Vaccines'.

6. Sorage- The vaccine may be expected to retain its potency for twelve months if stored
a - 15° to 20° or about three months if stored at 2°C to4° C.

Rinderpest Lapinised Vaccine (Living)
1. Synonym- Rabbit Adapted Cattle Plague Vaccine (Living) Lapinised Vaccine (Living).
2. Definition- Rinderpest Lapinised Vaccine is a suspension of a modified living virus
(e.g. Nakamura Il Strain) prepared with the blood spleen and mesenteric lymph glands of
infected rabbits and is freeze dried.

3. Preparation- Adult rabbits possibly from a known stock, each weighing not less than 1
kg. free from cocidiosis and snuffles, are injected intravenously with 1 ml. of a suitable
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dilution of a suspension of the stock seed virus. Donor rabbits are sacrificed after a suitable
period when the titre of the virus in the animals is expected to be the maximum usually the
third day.

Ten millilitres of blood is collected from each rabbit in a defibrinating flask under aseptic
condition. Later the animals are sacrificed and the spleen and mesenteric lymph glands
collected. Each rabbit is subjected to a thorough post-mortem examination to observe lesions
of rinderpest infection.

After harvesting, the blood and the organs (spleen and glands) are homogenised in a
suitable proportion if necessary. Adequate quantities of penicillin and streptomycin may be
added. The homogenized material is ampouled in suitable quantities and freeze dried.

4. Sandard-

(&) Description- Dark chocolate coloured mass.

(b) Identification- This product affords protection to susceptible animals against rinderpest.
(c) Moisture content- Not more than 1.0 per cent.

(d) Safety Test- For testing a batch 2 guinea pigs each weighing not less than 300 g. are
injected subcutaneously with 1 ml. of a 1 : 100 suspension of the vaccine. Alternatively, a
group of six white mice each weighing not less than 18 g. is used. Each animal receives
subcutaneoudly 0.5 ml. of 1 : 100 suspension of the vaccine. None of the test animals should
die within a period of seven days.

(e) Serility Test- Should comply with the tests for sterility described in the genera
monograph on ‘Viral Vaccines'. If antibiotics have been added the inoculum should be
neutralised before doing the test.

(f) Potency Test- Dilutions 1: 100, 1 : 200, 1: 400 and 1 : 800 shall be tested and for each
dilution 2 susceptible cattle ( hill bulls) or buffalo calves should be used. Each animal is
inoculated subcutaneously with 1 ml. of a dilution o the vaccine, followed twenty -one days
later with a standard challenge dose of avirulent rinderpest bulls virus contained in 1 ml. of a
1 : 100 suspension of spleen tissue. Two unvaccinated bovines each receiving the same
guantity of the challenge virus serve as controls. These animals are kept under observation
for fourteen days. The end point of the protecting titre is assessed on the death or survival
rate and the dose contained in one gramme of vaccne calculated on the basis of twenty
minimum protective doses being equivalent to one vaccinating dose.

(9) Virulence and Viability Test- Four rabbits each weighing 1 to 1.5 kg. are injected
subcutaneously with 1 ml. of 1 : 100 suspension of the vaccine. The animals should react
typically showing all the symptoms of rinderpest in rabbits.

5. Labelling- Should comply with the requirements of ‘Labelling’ as laid down in the
general monograph on ‘Viral Vaccines'.
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6. Storage- The vaccine may be expected to retain its potency for six months if stored at
15°Cto—-20 °C or about amonth if stored at 2 ° Cto 4 °C.

Rinderpest L apinised Avianised Vaccine (Living)
1. Synonym- Lapinised Avianised Vaccine (Living).

2. Definition- Rinderpest Lapinised Avianised Vaccine is a suspension of a modified live
rinderpest virus of low virulence prepared either with the whole chick embryo or the viscera
of the infected chick embryo.

3. Preparation- Twelve or thirteen days old active chick embryos from a flock free from
Salmonella pullorum infection are injected intravenously with a suitable dilution of the
suspension of the stock seed virusin six per cent glucose solution. The embryos are incubated
a 38,5 °C for five days. At the end of this incubation period, eggs which show living
embryos are selected for the preparation of the vaccine. The viscera of the chicks are
harvested, care being taken to reject the gizzard and gall bladders. The materia is
homogenised in a blender with adequate quantities of antibiotics (penicillin and streptomycin
added if necessary), and primary freeze dried done. This freeze dried material isground into a
fine powder, ampouled in suitable quantities and finally subjected to secondary freeze drying
and sealed under vacuum.

4. Sandard-
(a) Description- Pale cream or yellow coloured sterile powder.

(b) Identification- This product affords good grade of immunity to susceptible animals
against rinderpest.

(c) Moisture content- Not more than 1.0 per cent.

(d) Safety Test- For testing each batch, a group of six mice each weighing not less than 18g.
is used. Each mouse is injected subcutaneously with 0.5 ml. of 1 : 100 suspension.
Alternatively, two guinea pigs each weighing not less than 300 g. and two rabbits each
weighing not less than 1 kg. are injected with 1 ml. of 1 : 100 suspension subcutaneously.
These animals should not show any untoward reaction during the period of observation for
seven days.

(e) Serility Test- Should comply with the test or sterility as laid down in the genera
monograph on ‘Viral Vaccines .

(f) Potency Test- Healthy highly susceptible cattle (hill bulls) or buffalo calves should be
used for testing the potency of each batch of vaccine in suitable dilution. For each dilution
two highly susceptible animals should be used. Each animal is inoculated subcutaneously
with 1 ml. of adilution of the vaccine, followed twenty -one to twenty -eight days after with a
standard challenge dose of a virulent rindepest bull virus contained in 1 ml. of a 1 : 100



385

suspension of spleen tissue. Two unvaccinated bovines, each receiving the same quantity of
the challenge virus serve as controls. All these animals are kept under observation for
fourteen days. The end point of protective titreis assessed on the death or survival rate and
the dose contained in one gramme of vaccine calculated on the basis of forty minimum
protective doses being equivalent to one vaccinating dose.

5. Labelling- Should comply with the requirements of ‘Labelling’ as laid down in the
general monograph on ‘Viral Vaccines'.

6. Sorage and Expiry date- The vaccine shall be expected to retain its potency for the
period at temperatures as specified below:-

-15°Cto—-20°C .. Six months
2°Cto4°C . .. One month

Sheep and Goat Pox Vaccine (Living)
1. Synonym- Sheep Pox Vaccine. Goat Pox Vaccine (Living).

2. Definition- Sheep and goat Pox Vaccine consists of the virus contained in the scabs
collected from sheep artificially infected with the virus.

3. Preparation- Healthy yearling sheep are infected artificially on the shaved portion of
the abdomen with a suitable dilution of the suspension of the stock seed virus 50 per cent
glycerine saline solution. The material from the semi-dried areas where the pock lesions are
evident is collected and dried over calcium chloride or phophorus pentoxide under vacuum.
Dry scabs are powdered, sieved, ampouled in suitable quantities and sealed.

4. Sandard-
(a) Description- Light cream coloured powder.

) Identification- This product when applied to scarified area of the skin
of the sheep or goats produces characteristic local lesions of pox and should afford
protection to sheep and goat against Sheep and Goat Pox.

(9) Safety Test- Two rabbits each weighing not less than 1 kg. are injected
subcutaneously each with 1 ml. of a 1 : 100 dilution of the vaccine in normal saline
solution. These animals are observed for fourteen days. The animals should remain
normal.

(h) Serility Test- Complies with the tests for sterility described under the
general monograph on *Vira Vaccines'.

() Potency Test- Four yearling sheep are inoculated with 1 : 100
suspension of the vaccine in 50 per cent glycerine saline on a scarified area on the
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abdomen. Fourteen days later, these and two more susceptible sheep are inoculated by
the same method with stock virus and observed for a period of fourteen days. The
control animals should develop typical lesions of pox and vaccinated animals should
remain normal.

5. Labelling- Should comply with requirement of ‘Labelling’ as laid down in the general
monograph on ‘Viral Vaccines'.

6. Sorage and Expiry date- The vaccine shall be expected to retain its potency for period
at temperatures as specified below:-

-15°Cto—-20°C . . . .Twenty months
2°Cto4°C . . . : Three months
Room Temperature .. . : Fifteen days.

Fowl Spirochaetosis Vaccine ( Chick Embryo Origin)
1. Synonym- Tick Fever Vaccine.

2. Definition- The vaccine consists of a merthiolated suspension of chorioallantoic
membrane, internal viscera and blood of chick embryos infected with a vaccine strain of
spirochaetes and freeze dried.

3. Preparation- Eleven days old developing chick embryos are infected with 0.2 ml. of
sterile fresh blood containing spirochaetosis via the chorioallantoic membrane. The
inoculated embryos are incubated at 37 °C and candled daily and the dead one are discarded.
On the seventh day the living embryos are chilled in the refrigerator for two hours. The
chilled embryos are harvested separately and necrotic lesions in liver noted. Representative
samples of blood should be examined for teaming spirochaetes. The internal viscera, chorio-
allantoic memranes and the blood are collected. The materia is pooled, weighed and held in
deep freeze at — 15 °C to —20 °C for a period of one week. Thereafter the materia is blended
with equal quantity of Merthiolate (final concentration of merthiolate in the suspension
should be 1 : 10, 000) thoroughly for three times, each time the motor running at full speed
and the vaccine is ampouled in 2 ml. quantities and freeze dried.

4. Sandard-
(8) Description- Light brownish scales.

(b) Identification- The vaccine affords protection when inoculated into the fowls against
spirochetosis.

(c) Moisture content- The moisture content should not exceed 1.0 per cent.

(d) Safety and potency test- Six healthy cockerals ten to twelve weeks old are used for this
purpose. Each ampoule of vaccine is reconstituted in 10 ml. of cold distilled water and the six



387

cockeras are injected intramuscularly each with 1 ml. of the reconstituted vaccine and the
birds are observed for a period of ten days and the vaccinated birds should remain normal
throughout the period of observation. The vaccinated birds are challenged with 0.2 ml.
intramuscularly with virulent spirochaete blood along with two susceptible controls.
Temperature and blood smear examination of the challenged birds and controls should be
carried out daily for a period of ten days. The blood smears of vaccinated birds should remain
negative for spirochaetes during the entire period of observation. The controls sould react
and show spirochaetes in the blood.

(e) Serility Test- Complies with the tests for sterility described in the general monograph
on ' Bacterial Vaccine'.

5. Labelling- Should comply with requirement of ‘Labelling’ as laid down in the general
monograph on ‘Viral Vaccines .

6. Storage- The vaccine when stored at —15 °C to — 20 °C may be expected to retain the
potency for about one year and about two months if stored in refrigerator at 2 °C to 4 °C.

Swine Fever Vaccine Crystal Violet
1. Synonym- Crystal Violet Swine fever vaccine, Hog Cholera Vaccine.

2. Definition- Swine fever vaccine, crystal violet is a suspension of blood of swine that
have been infected with a suitable virulent antigenic strain of swine fever virus, inactivated
with 0.25 per cent crystal violet ethylene glycol at 37 °C for fourteen days

3. Preparation- Susceptible healthy pigs of six to seen months of age belonging to a well
established strain or bred are used. Body weight of these animals at this age may vary
according to the breed nut optimum weight is considered as between 75 to 100 kg. Animals
used for production may be procured from well established farms and kept under quarantine
or fourteen days. These are injected intramuscularly with a suitable dilution of the
suspension of the virulent blood viruses. Bleeding of the clinically injected animalsis carried
out on the sixth day. The defibrinated blood from each animal is strained and stored
separately in sterile glass containers. To the four parts of defibrinated blood, one part of 0.25
per cent crystal violet- ethylene glycol is added and the suspension after thorough mixing, is
stored at 37 °C ( 0.5) for two weeks. The product is filled ill 20 ml. volumes in sterile vials
and labelled on the completion o tests.

4. Sandard-
(@) Description- Very dark violet suspension

(b) Identification- This product affords protection against swine fever but not against
African Swine Fever.
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(c) Safety Test- Two young pigs weighing about 15 to 30 kg. are injected subcutaneously
each with 40 ml. of the vaccine batch to be tested. In addition, one unvaccinated susceptible
pig is placed in contact.

(d) Serility Test- Should comply with the test for sterility described under general
monograph on ‘Viral Vaccines'.

() Abnormal toxicity test- Two guinea pigs are given 1 ml. or vaccine intramuscularly.
Two guinea pigs are given 2 ml. of the vaccine intraperitoneally.

Two mice are given 0.5 ml. of he vaccine subcutaneously.

(f) Potency Test- Four susceptible pigs weighing between 20-30 kg. are injected with 5
ml. of the vaccine subcutaneoudly. After twenty-one days these are challenged with 1 ml. of
suitable dilution o the challenge virus subcutaneously. The dose must contain at least 1000
minimum infective doses. At least two control pigs should be used.

5. Labelling- - Should comply with requirement of ‘Labelling’ aslaid down in the general
monograph on ‘Viral Vaccines'.

6. Storage- The vaccine may be expected to retain its potency for twelve months if stored
inrefrigerator at 2 °Cto 4 °C.

Swine Fever Vaccine Lapinised (Living)
1. Synonym- Lapinised swine fever vaccine, freeze dried lapinised swine fever vaccine.

2. Definition- Swine fever lapinised vaccine consists of the suspension of a modified live
swine fever virus prepared from spleens of infected rabbits and is freeze dried.

3. Preparation- Hedlthy adult rabbits weighing approximately 1000 gms. Or over, free
from coccidiosis snuffles etc. are injected intravenously with a suitable dose of a dilution of
the modified rabbit adapted virus. Rabbits are sacrificed at the height of reaction and spleens
are collected with sterile precautions. The collection is later homogenised in a blender using
ten per cent yolk phosphate buffer as a diluent. The suspension is ampouled in 0.5 ml.
quantities and freeze dried.

4. Sandard-

(a) Description- Light scales.

(b) Identification- This product affords protection against swine fever.

(c) Moisture content- The moisture content should not exceed 1.0 per cent.



389

(d) Safety Test- Six mice are injected each with 0.5 ml. of a 1 : 100 suspension of the
vaccine. These are kept under observation for seven days. Non should die.

(© Viability Test- Two healthy rabbits are injected intramuscularly with 1 ml. of 1 : 100
suspension o the vaccine. These animals show thermal reaction
Serility Test- Should comply with the test for sterility described under the genera
monograph on ‘Viral Vaccines'.

(f) Potency Test- The vaccine batch under test should be tested on susceptible healthy pigs
weighing between 20-30 kg. Two animals for each dilution may be used. The dilutions tested
ael:10,1:25 1:50and1: 100. One millilitre of each off these dilutions is injected
subcutaneously. One healthy, susceptible, unvaccinated in contact animal should be kept
along with the vaccinated animals.

Fourteen to twenty-one days later these animals along with two controls are injected
subcutaneoudly with 1 ml. of the challenge virus containing at least 1000 minimum infective
doses.

5. Labelling- Should comply with requirements of ‘Labelling’ as laid down in the general
monograph on *Vira Vaccines'.

6. Storage- The vaccine may be expected to retain its potency for six months if stored at
temperature ranging between — 10 °Cto - 15°C and for seven days at 2 °C to 4 °C in the
refrigerator.

* [F oot and M outh Disease Vaccine (I nactivated)

1. Synonym. — Inactivated Tissue culture mono or polyvalent Foot and Mouth Disease
Vaccine

2. Definition. — Foot and Mouth Disease Vaccine is a liquid product or preparation
containing one or more types of foot and mouth disease virus which have been inactivated in
such a way that its immunogenic property is maintained. It may aso contain an adjuvant.
The vaccine is described as monovalent, bivalent, trivalent or polyvaent depending on the
number of types of virus used.

“Ins. As per G.O.I. Notification GSR No.659(E) dt. 31-8-1994.
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3. Preparation. — The virus is propagated in suitable cell culture. The cell culture is
infected with an appropriate inoculum of virus and incubated at a suiteble temperature for
multiplication of virus. The virus is harvested and cellular debris removed by filteration.
Inactivation is carried out by a suitable agent such a formaldehyde solution or aziridine
compound. The adjuvant may be aluminium hydroxide and/or saponin. In case of inactivated
gel vaccine the antigen is concentrated by sedimentation at plus 4 degree C. for preparing a
polyvalent vaccine, monovalent antigens are mixed in appropriate quantities to give the final
mixture which is the formulated vaccine.

4. Sandards :

(a) Description = Aluminium hydroxide gel vaccines settle down to variable degree on
storage leaving the supernatant clear.

(b) ldentification — It protects cattle against Foot and Mouth Disease due to
homologous type/subtype of virus.

(c) Sterility test— It shall comply with the tests for sterility as prescribed under the “general
monograph of viral vaccines’.

(d) Safety test - Thetest is carried out on fully susceptible cattle not less than 12 months of
age and which have not been sensitized either by vaccination or previous infection. Inoculate
3 susceptible cattles each with 2 ml. of finished product at multiple sites on tongue by
intradermal route and observe for 4 days. The same animals are inoculated on 4™ day with 3
cattle doses subcutaneously and are observed for a further period of 6 days. The animals
should not develop any signs of FMD and remain normal.

(e) Potency test — Each batch of the vaccine is to be tested in susceptible cattle of not less
than 15 months of age. The potency test in cattle can be done either by -

(i) PDs method : The vaccine shall be tested by the determination of
PDso in susceptible cattle by chalenging animals vaccinated with
appropriate dilution of the vaccine made in adjuvanted or non-
adjuvanted diluent as appropriate.

A minimum of 5 animals should be used per dilution and 2
unvaccinated animals to be included as controls to the challenge. All
animals are needle challenged with 10,000 IDsy of the homologous
strain of virus by inoculation on the tongue on the 21 day of post-
vacination.
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The control animals are to be similarly chalenged. Animals are
observed for 10 days for the development of lesions. Unprotected
animals show generalized lesions due to FMD. Control animals must
shown generalized lesions. From the number of animals protected in
each group the PDs, content of the vaccine is calculated. The vaccine
passes the test if an observed PDsy value of 3 or greater is obtained in
the test.

(if) Percentage protection method in which groups of ten health susceptible
cattle are each injected subcutaneously with the vaccinating dose and
14 — 21 days later the cattle are challenged by intradermal injection into
three separate sites on the tongue with 10,000 1D s, of the strain of virus
used in the preparation of the vaccine. The vaccine can be passed if
atleast seven out of the ten in the group are protected against the
development of generalized infection whereas all the controls should
react by developing primary and secondary lesions observable in the
mouth and feet.

For other reasons if cattle testing is not possible then the potency of the vaccine may be
assed in guineapigs either by Lucam ‘C’ index or PDs, method by challenging those which
have been previously vaccinated, provided that the correlation has been established between
guineapig challenge test and cattle challenge results.

The estimation of the serum neutralizing antibody titre cattle may be considered as a
supportive test to evaluate potency of vaccine.

However, potency testing of vaccines, in cattle, of batches whenever by other accepted
methods of testing isin doubt, at aleast one out of every five batches, be undertaken.

5. Labelling - It islabeled as described under the requirementsof ‘labelling’ as laid down
in the general monograph, with the additional requirements that the label on the container
states the virus types used in the preparation

6. Storage :- It should be protected from the light and stored between 4°C to 8C. under
these conditions it may be expected t retain its potency for not less than 12 months. Freezing
of aluminium hydroxide vaccine must be avoided. The frozen product will not be fit for use.

Canine Hepatitis Vaccine (Living)

1. Synonyms :- Infectious Canine Hepatitis Vaccine (Living), Canine Hepatitis Cell
Culture Vaccine
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2. Definition - Canine Hepatitis Vaccine (Living) is a freeze dried preparation of tissue
culture fluid containing the cell culture adopted canine hepatitis virus.

3. Preparation :- Canine hepatitis vaccine shall be prepared from virus bearing cell
culturefluid.

Only stock seed virus which has been established as pure, safe and immunogenic shall be
used in the preparation of the vaccine.

4. Immunogenicity test - Each lot of stock seed virus shall be tested for immunogenicity
asfollows:-

Thirteen canine hepatitis susceptible dogs, 814 weeks old shall be used for the test (10
vaccinates and 3 controls). Blood samples may be drawn from these animals and individual
serum samples tested for the presence of antibodies, against canine hepatitis virus. Ten dogs
shall be injected subcutaneously with predetermined quantity of the virus and remaining 3
dogs are kept as unvaccinated controls. The dose calculation will be based on virus titration
in suitable cell culture system. Not less than 14 days post vaccination, the vaccinated and
control shall each be challenged intravenously with virulent infectious canine hepatitis virus
and observed daily for 14 days. At least 2 out of 3 controls hould die and the survivors shall
show the clinical signs of canine hepatitis. Nine out of ten vaccinated dogs shall survive and
shall not show any signs of infectious canine hepatitis during the observation period.

The stock seed virus shall be tested once in 5 years and maintained under standard
conditions as prescribed.

The stock seed virus may be inoculated on a suitable tissue culture system and may be
incubated for five to seven days.

The tissue culture fluid is then harvested and titrated in cell culture system for virus
content. After appropriate dilution and pooling, the materia is stored at minus 20°C until
freeze dried. Each vaccine dose shall contain not less than 10*° TCIDs, dose,

4. Sandards:-

(@) Description. — The dried product is a pinkish cream materia readily
dispersible in water. The reconstituted vaccine is a pinkish liquid.

(b) Identification.- It causes characteristic cytopathic effect in dog, pig and ferret
kidney monolayers. This can be neutralized by specific antiserum. When
inoculated into dogs, the development of specific neutralizing antibodies can
be demonstrated by suitable serological tests.

() Moisture content.- In the finished product moisture content shall not exceed
1.0 per cent.

(d) Serility Test.-- Shall comply with the tests of sterility as described under
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the general monograph on “Vira Vaccines'.

Safety Test.-- Mouse safety test — Vaccine prepared for use as recommended
on the label shal be tested. Eight mice shall be inoculated intracerebrally
with 0.03 ml and 8 mice shall be inoculated intraperitoneally with 0.5ml.
both the groups shall be observed for seven days. If unfavourable reaction
attributabl e to the product occurs in two or more mice in either group during
their observation period, the batch is unsatisfactory.

Dog Safety Test.-- Each of the two susceptible pups aged 8 — 14 weeks shall
be injected with vaccine equivalent of 10 vaccinating doses from the batch
reconstituted with sterile diluent and administered in the manner
recommended on the label and observed for 21 days. None of the pups shall
show any unfavourable reaction during the period of observation.

Potency test, Virus Titration :- Samples of finished product shall be tested for
virus titre in suitable cell culture system. The batch shall have a virus titre of
not less than 10>° TCI Ds, dose.

Potency test in dog-: Two healthy susceptible dogs of 814 weeks of age
shall be injected subcutaneously with one Vaccine dose. 14 days after
vaccination, specific neutralizing antibodies from both the dogs shall be
demonstrable by serological tests.

Labelling.--  Shall comply with the requirement for labeling as laid down in the

general monograph on “Vira Vaccines

Sorage.-- The dry product shall be stored at temperature of minus 20°C or

below. The vaccine is expected to retain its potency for about 6
months in the freezing chamber of the refrigerator (temperature)
approximately minus 8°C

Duck Plague Vaccine

Definition-  Duck plague vaccine is a suspension of modified living virus

prepared from infected chick embryos.

Preparation- Fresh fertile hen's eggs obtained from Salmonella free flocks are

incubated in an incubator. None days old embryos are injected with
0.2ml of the suitable dilution ( 1 in 100) of the suspension of the
virus on the CAM and incubated at 37°C for 5 days post-inoculation.
Dead embryos of the 3¢ 4™ and 5" days postinoculation are
harvested. The embryos (devoid of head and legs). Clear fluid and
the membranes are collected and homogenized in a Blender,
ampoulded in 0.5ml quantities and freeze dried.

Sandards:-
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(a) Description.- Light brown scales.

(b) Identification.- This product affords protection to the ducks against duck
plague.

(c) Safety Test.- Four healthy, 8 to 12 weeks old ducks weighting not less than
600 grms are inoculated subcutaneously with 1ml of 10" dilution of the
vaccine and observed for a period of 14 days. During the period of
observation, the ducks shall not show any untoward reaction.

(d) Serility.- Shal comply with the test for sterility described in the general
monograph on“Viral Vaccines'.

(e) Potency Test.- Six susceptible ducks 8 to 12 weeks old each weighing not
less than 600 gms are inocul ated subcutaneously with 1 ml of 10° dilution of
the vaccine. The minimum virus contents in 1 ml. dose of the vaccine shall
be 10%° EIDs;, 14 days later these ducks are challenged subcutaneously each
with 1ml. of 102 dilution of the virulent duck plague virus (1000 DEIDx)
along with 2 unprotected young ducks of about 8-12 weeks age. The
unprotected ducks shall show symptoms of duck plague and die within 10
days, while the protected ducks shall remain normal during the observation
period of 14 days.

Labelling.- Should comply with the requirements of labeling as laid down in the
general monograph on “Vira Vaccine’.

Sorage.-  Vaccine when stores at minus 15°C to minus 20°C may be expected to
retain its potency for one year and about three months if stored in the
freezing chamber of Refrigerator i.e. minus 5°C.

Avian Encephalomyelitis Vaccine (Living)
Synonyms.-  Avin encephalomyelitis Vaccine Freeze dried.

Definition.- A virus bearing tissue and fluid suspension from embryonated hen’'s
legs.

Preparation- The sock seed virus which has been established as pure, safe and
immunogenic shall be used for preparing the vaccine.
Each lot of stock seed virus shall be tested for pathogenicity by chicken
embryo inoculation test:

(@) One dose of the seed lot shall be mixed with 9 volume of sterile heat
inactivated specific, antiserum to neutralize vaccine virus in the product.
(b) After neutralization, 0.2ml of serum vaccine mixture shall be inoculated into
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each of at least 20 fully susceptible chicken embryos (0.1ml of the inoculum
shall be inoculated on CAM of 9-11 days old embryos and 0.1 ml in the
allantoic sac).

Eggs shall be candled for 7 days. Deaths occurring during first 24 hours shall
be discarded but at least 18 viable embryos shall survive 24 hours post
inoculation for a valid test. All embryos and CAMs from embryos which die
after the first day shall be examined.

If the death or abnormality attributable to inoculums occur, the seed lot is
unsatisfactory.

Immunogenicity test.-  Avin encephalomyelitis susceptible chicks, all of same age
(8 weeks old) shall be used 20 chickens shall be inoculated
with the field dose of the virus by prescribed route. Ten
additional chickens of same age and flock shall be held as
unvaccinated controls.

At least 21 days post vaccination, the controls and
vaccinates shall be challenged intracerebrally with Virulent

avian encephalomyelitis virus and observed each for 21
days. At least 80 percent of controls shall show signs of
avian encephalomyelitis or die. At least 19 to 20 vaccinates
shal remain free from clinica avian encephalomyelitis
during the observation period for the stock seed virus to be
satisfactory.

Sandards: -

(a) Description:- Greyish white flakes easily dispersible in the diluent

(b) Identification:- At least 5-6 days old embryonated eggs (from hens with no

history of infection with avian encephalomyelitis) shall be inoculated with 0.1
ml of undiluted vaccine into the yolk sac and kept in incubator and then
transferred to the brooder where they are allowed to hatch. The hatched chicks
shall be raised for 7 days. More than 5 per cent of hatched chicks shall
manifest the typical symptoms (weak-led, leg paralysis tremor etc.) at the end
of this period.

(c) Moisture Content: - Shall not exceed 1.0 per cent.

(d) Serility Test: - Shall comply with the test for sterility described under general

monograph on “Viral Vaccines’.

(e Safety Test: - At least 25 avian encephaomyelitis susceptible birds (6-10

weeks of aye) shall be vaccinated with 10 field doses by the recommended
route and observed each day for 21 days. If unfavourable reactions attributable
to the vaccine occur during the observation period, the batch of vaccine is
unsatisfactory.



396

() Potency Test: -

(i)  The vaccine shall be titrated for virus content. To be eligible for release,
the batch shall have a virus titre of at least 10%° EID s per dose.

(i) At least 10 susceptible chickens shall be vaccinated with the field dose
of the vaccine by prescribed route and 10 chickens from same batch and
source shall be kept as unvaccinated controls.

At least 21 days post-vaccination, both the groups shall be challenged
intracerebrally with Virulent avian encephalomyelitis virus and observed
for 21 days. At least 8 out of 10 controls shall develop recognizable signs
or lesions of avian encephalomyelitis and at least 8 out of 10 vaccines
should remain normal

5.Labelling Shall comply with the requirement of labeling as laid down in
general monograph on “Vira Vaccines’.

Marek' s Disease Vaccine (Living)
1.  Synonyms.- Herpes virus of Turkey Vaccine HVT vaccine (Living).

2. Definition:-  Marek’s disease vaccine is a suspension of cell free fluid containing
live virus.

3. Preparation.- The stock seed virus which has been established as pure, safe and
immunogenic in avian species shall be used for preparing the seed
virus for vaccine production.

() Safety Test — The stock seed virus shall be non-pathogenic for chickens as
determined by the following procedure:

The groups of at least 25 chickens each at one day of age shall be used.
These chickens shall be of the same source and batch be susceptible to
Marek’s disease and be kept in isolated group.

Groupl: Each chicken shall be injected with 0.2ml of 10 times as much viable virus
as will be contained in one dose of vaccine by intramuscular route.

Groupll:  Shall be serve as controls. At least 20 chickens in each group shall survive
for four days post injection. All chickens that die shall be necropsied and
examined for lesions of Marek’s disease and cause of death. The test shall
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be judged according to the following :

At 120 days o age, the remaining chicken in both the groups shall be
weighted, killed and necropoised. If at least 15 chicken in each of these two
groups have not survived the 120 days period if any of the chicken of
group-l have gross lesions of Marek’s disease at necroposy or if the average
body weight of the chickens in Group-l is significantly (statistically)
different from the average of Group-Il at the end of 120 days, the lot of
stock seed virus is unsatisfactory.
Purity test — Shall be conducted in chickens and no lesions other than those
(i) typica of Turkey Herpes virus shall be evidenced.

Immunologenicity test — Sixty susceptible day old chicks are used. Thirty of them
(i)  inoculated with the seed virus in a dose corresponding to the field dose of the
final vaccine and 14-21 days later challenged by intrabdomina rout